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(ARMS) HOFFMAN SUFGICAL EQJIPMWT,510(k) No: K99l.216 DEVICRHOFFMANIVF-1 
m: FRANK w PENENO: 610-834-1450 SE DECISICN MADE: 05-AI..%1999 
555 lG3al-l LANE SUITE 5001 3 7 510(k) m 3 2 

CCNSHCHOCXEN, PA 19428 

(EMS =I I!xxcmomImSY~ I 510(k) No: K991588 DEVICRENSSWISSORTHXUm 
ATIN: SHEILA HZQEON-m FT-DQEIW: 508-643-0434 SE DEcIS1C.N MADE: 21-.JUL-1999 
49 PLAIN z5TmEln 
IKRIH -, MA 02760 

510(k) SUMMARY AVAILXUX FIMM FDA 

(= w EiLEcrmm1mSYm 
AIITN: SHEILA HEt4EmbHEYER 
49 mAIN r5zmEEr 
IYOKEl -, MA 02760 

02M?mcmlmGFcuPINc 
Arrm:w Fom 
11285 ELF.INS RD 
SUITE! H5 
RCSWEIL, GA30076 

~~~MEDIC?~LSUPPLIES,INC. 
ATIN:SUSANDGOIDSI!EIN-FALK 
55mRrHERNELvD.,SuITE200 
GRlmT NECK, NY 11021 

3M CD. 
A!FIN:LAELJPICXEZ?l' 
3M(zENIERBUILDING260-2J3-12 
ST. PAUL, MN 55144-loo0 

3M Co. 
AlTN:LAELJPICKEXT 
3MCBNTEB, BLdX. 260-2512 
SC. PAUL, MN 55144 

-acEmc- m., INC. 
A!t'lN:MICHiXLDCEXXHI 
170 FWT PAlR RD., UNIT 14 
MAD1m,cro6443 

<- INIL., INC. 
AlTN:MICHAELDCEiCXC 
170 BCXQ PATH RD., UNIT 14 
MRDIScN,crO6443 

510(k) NO: K991874 
FffENENO: 508-643-0434 

510(k) No: K991569 DEXtCX:HCNE/amEXC IALOX!I'GENUNITBY SYSmO2 
PHCXIENO: 770-663-3090 SE DECISION MADE: 03-AUG1999 

510(k) No: K992709 
PHONENO: 203-431-1511 

510(k) NO: K991961 
PFDQENO: 651-733-3594 

510(k) No: K992326 
P-KNENO: 651-733-3594 

510(k) No: K991020 
E+DdENO: 800-966-6453 

510(k) No: K991022 
FJJXNENO: 800-966-6453 

DEVICX:EW +5xmacEmm 
SE DECISION MADE: 3O-JULr-1999 
510(k) SUMMAFZ AVAILABLE m FDA 

510(k) SVXW%Nr 

DEVICE: 1818 TENS UNIT 
SE DECISICN MADE: 09-NW-1999 
510(k) SDWARY AVAILAEW FFW FDA 

DEVICEi: 3MLvRSYSTEBi 
SE DEiCISICN MADE: 09-AIR;-1999 
510(k) .SWNARY AVAIUBLE = FDA 

DEVICE:3MCLlWWSEWANT 
SE DEICISICN MADE: 08-CCT-1999 
510(k) SUMMARY AvAlLABLE F'FCN FDA 

DFXICEi:<(;EM(>DCUXELUMENNEEDLE 
SE! DECISION MADE: 09-SE!P-1999 
510(k) ,SUbWQY AVAIUBLE FFxX FDA 

DFiVJ.CE<cI'ENx>SPEBMWASHINGMEDIA 
SE DECISION MADE: 09-SEP-1999 
510(k) sS@WARY AVAIUBLE FRN FDA 



SUEMI'M'ERADDFWSLISTIWEORCDRHSUEMWTIwY~ (W 510(K) - OR 510(K) - 
FOR FIN?L DECISICNS RENDERED DURIICG THE! PERIOD Ol-JAN-1999 THRCUZH 31-DE%1999 

-m., INC. 
ATlX:MICHAELDCX%XHI 
170 FtXT PATH RD., UNIT 14 
Mm1Sm,cr06443 

<GENx> INIL, INC. 
A!!iTN:MICH7BLDCEXXtXI 
17OFW!TPATHPD., UNIT14 
mD1ScN,cr06443 

<- IML., IIE. 
A!lTN:MICHAEZLDCECCHI 
170 FOF?l? PATH RD., UNIT 14 
M7%DISc@I,crO6443 

<GENx7 m., INC. 
A!WiV:MICHAFLDCXCXHI 
170 FORT PATH RD., UNIT 14 
b?ADIscN,crO6443 

A&DENGINWING,INC. 
UREmm 
A?TN:m WANG 
1555 MC CNWLEiSS DR. 
MILPI!ms, CA 95035 

A&DMEDIC%DIV. 
ATIN: JERRY t-7APG 
1555 MCCANDLEZZS DRIVE 
MIWITAS, CA 95025 

A-DE, INC. 
ATm:PATRIcK RID= 
2601 CXBWIEM DR. 
Ia!MBEE, CR 97132-9257 i 

A-MEDSYSTENS,INC. 
, V24-21-08, V24-21-44 
i-rl!N:- ?IlaMpscN 
2491 EWrIMAN AVE. 
WEST SAG, CA 95691 

A.P. TWX% CARE, INC. 
ATIw:LUISPLEm 
7OH?WLEXAVE, 
m EOX 6216 
-,m 

510(k) No: K991173 
FKNENO: 800-966-6453 

510(k) No: K991262 
PIECENO: 800-966-6453 

510(k) ND: K991264 
FFDNENO: 800-966-6453 

510(k) No: Kg91266 
l?kKZENO: 803-966-6453 

510(k) No: K993888 

PHONENO: 408-263-5333 

510(k) ND: K992808 
FfiCNENo: 408-263-5333 

510(k) No: K992011 
EDNENO: 503-537-2756 

510(k) No: K991541 

FTXNENO: 9X-375-7400 

510(k) No: x990978 
FT-CNFINO: 203-335-9277 

06-tJAN-2000 
Pacp 2 

DEVIC!E:~FEFXiLIZATICNMEDIA-HIF 
SE DECISION MADE: 19-JUL-1999 
510(k) 5‘UMARY Am FFUX FDA 

DEVICX:<~SlXXELMENNEEDLE 
SE DECISICN MADE: 09-SEP-1999 
510(k) SUIWARY AVAILXZE = FDA 

DEVICfX:<GEM(>SINXELUMENSlDEiFOKCNEED~ 
SE DECISICN MADE: 09-.%X?-1999 
510(k) SUWARY AWIL?BLE FF@l @DA 

DEVICE:~;ENx>ENBRYOTRANSFER -0caER 
SE DECISION MADE: 09-SW-1999 
510(k) SXJWARY AVAILABLE Fw3M FDA 

DEVICX:A&DMJZDIC?+LTJ~ US-779FC & UA-779T DIGITAL m PRESS 

SE DECISION M&DE: 20-DEC-1999 
510(k) tSmTRmW 

DEVICX: A&D MEDICAL TM-2430 AND TM-2431 D BLO FWSSURE 
SE DECISICN MADE: Ol-SEP-1999 
510(k) SIJATEMENT 

DFXICE:SYIWA-HSHIGHSPEED-mPEXE 
SE DECISION MADE: 10-SEP-1999 
510(k) .smrmmr 

DEVICE:A-MEDVASCULARCMNULA, I%mCL.S V24-N-08, V24-10-16, V24-lo-32 

SE DECISION MADE: 28-DFC-1999 
510(k) zXMMM?Y AWILAEW FMX 

DEVICX:ALEWINBcx;,MXXLAL 
SE DECISION MADE: 25&W-1999 

510(k) SmImEIW 

FDA 

103-01 
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A.P. TWIT& CaRE, INC. 
Arrm: LUIS PLEKM 
7OHW?LEXAVE, 
PO BOX 6216 
-,a 

A.P. 'IWlY% CNtE, INC. 
(FQ), mEL GL101-02 
A!rIN:LuLsPLEm 
7OHAWLEYAvE, 
PO EOX 6216 
-,cJT 

A.P. TWI'AL CaRE, INC. 
ATm:LUIsPLtml 
70B7WLZYAVE, 
PO BOX 6216 
-,m 

A.P. TWIRL CARE, INC. 
RJDUCTNoCRl05-02 
A!rrN:LUISPumJ 
7OHWLEYAVE, 
PO B3X 6216 
-,a 

A.P. TWAL CARE, INC. 
l?mDUCrNO.cA110-02 

A!rmLUIsPuxN 
7OHMJTXAVE, 
PO FxlX 6216 
BRIm, cc 

A.P. TWl7% CZQE, INC. 
ATm:LUISPLEm 
7OmAVE, 
PO BOX 6216 
-,m 

A.P. TWIT& CARE, INC. 
ATIN:LUISPLEm 
7OHAWIJ%YAvE, 
Fo mX 6216 
-,m 

A.P. TWTAL CARE, INC. 
ATm:LUIsPLxN 
7OH?NLEYAVFi, 
PD BOX 6216 
B, CT06606 

510(k) No: K99O980 
IXBJENO: 203-335-9277 

510(k) No: K99O981 

Pf-KNENo: 203-335-9277 

510(k) No: K9911O8 
lTFX3NO: 203-335-9277 

510(k) No: K9911O9 

PI-DIENO: 203-335-9277 

510(k) IQ Km991111 

FFKBIENO: 203-335-9277 

510(k) No: K991244 
PHmEIw: 203-335-9277 

510(k) No: K991246 DEXICE:FR~, mm FR 106-01 
FWCUENO: 203-335-9277 SE DECISION MADE: 16-DEC-1999 

510(k) No: K991247 
PHCNENO: 203-335-9277 

DEVICE:BUN,McDELBU104-01 
SE DEXXSICN MADE: 25-@AY-1999 

510(k) ,czmmmr 

DEvICE:GLUUXE, HFXOKINASX (Fu), IeD% GLlOl-Ol, GmaxE HExoKlxAsE 

SE DECISICN MADE: 25-MAY-1999 

510(k) tinxmmm 

DEVICE: CWBCNDIOXIDE (002), E'WDUCI?~. ccO107-01 
SE DECISION MADE: 25-M?iY-1999 

510(k) sm~mmw 

DEVICE:CX?EAl'ININEFUQXXNT, FTfKxluc;T m c!Rlo5-01, cREATININE RExGEm, P 

SE DECISICN MADE: 25-M-1999 

510(k) S'lXmmW 

DEVICX:BUFFERrxRXXEN (Rl), PRcDucr No. mm-O1, EmnFu?xEN (W), 

SE DECISION MADE: 25-MAY-1999 

510(k) s?mnMXc 

DEVICE: l'WI7& m,MXXLS FElO9-01, FE109-02 
SE DECISION MADE: 25-M?iY-1999 

510(k) smtmmn' 

510(k) m 

DJWICE:UFtICACID,MJD~UAl12-01 
SE DECISIW MADE: 25-MAY-1999 

510(k) SJT'A~ 



SUEMITIERADDF~ESSLISI'II'GJ~QF~CDF?HSUBST?WIATJLY~ (=I 510(K) 5TWWRES OR 510(K) m 
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A.P. TWIRL =, INC. 
ATIN:LuIsPLEm 
7OB7WLEYAVE, 
PO mx 6216 
-,a 

510(k) NO: Kg91663 
PHCNENO: 203-335-9277 

A.P. XXtAL CXtE, INC. 
ATIN:LUISPLXN 
7OH?WEYAVE, 
PO EOX 6216 
-,a 

A.P. 'TUIWJ GWE, INC. 
ATm:LuIsPm 
7OH?WLEXAVE, 
~0 mx 6216 
-,m 

A.P. TWIRL CARE, IXC. 
ATIN:LuISPLEcN 
7OHAwLMAVE, 
m HOX 6216 
-,a 

A.P. TWIRL CARE, INC. 
ATm:LuISPLEm 
7OHAWLEXAvE, 
PO BOX 6216 
m, cc06606 

A.P. To?TuL C7QE, INC. 
ATIN:LuIsPm 
7OKAwLFyAvE, 
FCI E#Ix 6216 
v, ~~06606 

510(k) ND: Kg91664 
PHONENO: 203-335-9277 

510(k) No: K991665 DEVICE:BDL (ztmmmmL, PmxJcc NO'S 124-01, cH102-01 
PHNEIKI: 203-335-9277 SE DECISICW MADE: lo-AuG1999 

510(k) No: Kg91666 
FT-CNEPD: 203-335-9277 

510(k) NO: K991761 
FTDlENo: 203-335-9277 

510(k) No: K991762 
E+DNEiNo: 203-335-9277 

A.P. TOTAL CARE, IX. 
3, 122-04 
ATTN:LUISPW 
7OHWLEYAVE, 
PO BOX 6216 
-,a 

510(k) No: K991866 

PHONENO: 203-335-9277 

A.P. TWIRL CARE, INC. 
ATIN:LuISPLEm 
7OBAWLEYAVEt, 
PO mX 6216 
-,m 

510(k) No: K991867 
PIKNENO: 203-906-7800 

DEVJXX:AST/SGOT 
SE DECISION MADE: 

510(k) t!XWmmW 

3OduN-1999 

DEVICE:LDLCHJ=, mm NO'S, 124-01, Cxlo2-01 
SE DECISION MADE: 19-AUG-1999 

510(k) ,?xwmmW 

510(k) SmTmGRT 

06-JAN-2OOt 
Page4 

DEVICE: TIBC, PRXUCI' NO'S 123-0, 123-02, FE109-01, FE109-02 
SE DEXXSICN MADE: 3O-JUN-1999 

510(k) zZAImmW 

DEVICE: Mi'GNESIUM PFtQWCC NO'S, 112-01, 112-02 
SE DECISICN MADE: 02-SEP-1999 

510(k) SxxEmWC 

DEVICE:ALKALINEPHOEMATASE (ALP), PRJXKT NO'S 118-01, 1X3-02 
SE DEXXSICN MADE: 02-SEP-1999 

510(k) SmTmEWT 

DEVICE: BILIRUBIN, TWIRLANDDIRECT, mUCl'ND, 122-01, 122-02, 122-O 

SE DECISION MADE: 

510(k) tsIXmmm 

02-AU?.-1999 

DEVICE: INCRGANIC F%KmmRuS (IP), mccr NO'S, 112-01, 112-02 
SE DECISICN MADE: 02-AUG1999 

510(k) S= 
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A.P. 'IUIZiL CaRE, INC. 
03 
ATm:LUISPIJ!m 
7OH?WLEYAVE, 
PD HOX 6216 
-,cT 

510(k) N3: K991870 

PEKNENO: 203-335-9277 

ASTEIN-m AFFAIRS CCNSULTSlO(k) No: K972383 
ATIN: AHAVA STEIN FJIXXQNO: 972 979 20673 
P.O.B. 454 
GIN37 sHcMw=N, 

ASTEIN-- AFFAIRS CCNSULT5lO(k) No: K973592 
A!em: ABAVA STEIN PHONENO: 972 979 20673 
P-0-B. 454 
GINDT sIKlMw=N, 

A.STEXN-REGULATQRY AFFAIRS UX%ULT5lO(k) No: x982754 
AL) &EclOco-7N (Imsc) 
AtIllJ:AHAVA STEIN PHmENo: 972 979 20673 
P.O.B. 454 
GIWIJ -, 

AACOXiXlLTINGGPiXP,INC. 510(k) IXx K991469 
ATIN:EwARw MARa PfENEtND: 301-9864440 
7475 WI-SIN AVE., SLJITE 850 
BETHESDA, MD 20814 

AAP-x 510(k) ND: K990776 
ATIN:- HmKE-KNUPP PWNENO: 508-747-6098 
73E?xxEsNEsTFxxD 
DUXBURY, MA 02332 

AARcNMED1c7&INDuSTRIES 510(k) No: K984236 
ATW:J.FtXEFtT SAFXXl PmwNo: 727-384-2323 
7100 3OlMAvE.NORX-I 
ST. PETERSBURG, FL 33710-2902 

AAlwNMFmcALINDu~ 510(k) No: x984239 
032, uX14z, rsO5z, LIx)6Z, LJO7Z 
ATIN:J.RXERT SARCN PHCCIENO: 727-384-2323 
7100 3O'lXAvE.NcxMl 
St'. PEX'ERSB~FG, FL 33710-2902 

AAmNMEmCALINDuSTRlES 510(k) No: K984352 
ATIN:J. WBERTSARCN FWCNEIW: 727-384-2323 
7100 3o?HAVE.NORTH 
ST. PETERSBURG, FL 33710-2902 

DENICE: EXECIROLYIES (NA+, K+, CL-), PmXJCI' No's 114-01, 114-02, 114- 

SE DECISICXV MADE: 30-1999 

510(k) ssmmMmC 

DEVICX:EASY-JFTDEVICE 
SE DECISICN MADE: 23-W-1999 
510(k) SmTmENT 

DEVICX: WALKCARE P200 SYSIW 
SE DECISION MADE: 20-W-1999 
510(k) StCAW 

DEVICX:FC-1000-7 DIGITAL ExxxmPYvIDmCAMERA,m~M31000-7P(P 

SE DECISION MADE: 08-.nN-1999 
510(k) STAW 

DEVICE: AMAREPAD 
SE DECISICN MADE: 2oJuLl999 
510(k) SW&WRY AVAILQ%E FIiaM FDA 

DEVICX:AAP~ +5izEw, 7.5&M, 4.5MM, 4.m, 3.5m, 7.Om 
SE DEXXSICN MADE: 29-m-1999 
510(k) SUW?W AMY&ABLE FXM FDA 

DEVI~:~ESUFWT-aXEXIL ADAPTER #Al205A 
SE DECISION MADE: lO-FE%1999 
510(k) SUMMARY Am Fwpl FDA 

DEVICX: SLICXTIPsOLIDLAE'~PIC WE, IQDEXS 131012, IBO2Z, I.bl 

SE DECISICN MADE: 10-FEE-1999 
510(k) SUMMARY AWILABLE = FDA 

DEVICE:AAFXXIToP50R?3U~ ~IIcaz,PENcIL,m~#ESm 
SE DECISION MADE: 04-MAR-1999 
510(k) SW&WRY AVAIMBXE FFUX FDA 



SUEMITI'ERADDRESSLISTINGFoRCDRHSUBZANT~Y~ C=) 510(K) V OR 510(K) S-S 06-JAN-2000 
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ABARDm 
AlITN:CLYDEEINGERXILL 
54RIWWIEWAVENUEi 
TWAWANDA, NY 14150-5260 

ABBICDISK 
ArIm:= Eicxwma 
DALV?XXN 10 
SOLNA. 

ABBICDISK 
ATrN:ANNE - 
DALWGEH 10, S-169 56 
.=LW 

ABBICDISK 
ATIN:ANNE mm 
DALWGENlO 
~JJ% 

ABBIODISK 
FsITN:ANNE - 
DALVMEXV 10, S-169 56 
f=& 

ABBIODISK 
ATIN:ANNE mWSTRCM 
DALV2GE3V 10 
SOLNA, 

ABBICDISK 
ATTN:ANNE m 
DALVAGENlO 
SoLNA, 

ABBICDISK 
A!rlN:ANNE E9zxMsm 
DALVXEN 10 
mm, 

ABBICDISK 
ATIN:ANNE mLXSTFXX 
DALviGEN 10, S-169 56 
SOLNA, 

ABBICDISK 
m:ANNE Ecsxwxa 
DAL, 10 
mm, 

510(k) No: K991974 
PHCNENO: 7X-693-6591 

510(k) No: K983565 
PiECENO: 468 730 0760 

510(k) No: Kg83890 
FHCXENO: 468 730 0760 

510(k) NO: K984087 
FEINENO: 46 8 730 07 60 

510(k) No: K984144 
PHONENO: 468 730 0760 

510(k) No: K984491 
PFDNENO: 46 8 7300760 

510(k) No: K984581 
PHCNENO: 46 8 7300760 

510(k) No: Kg90297 
PHCNENO: 468 730 0760 

510(k) No: K990685 
PHONENO: 468 730 0760 

510(k) No: K990722 
FWXIf3No: 468 730 0760 

DEVICE:FUIVRAGIASSICNCMERSILVERRe~ 
SE DECISION MADE: 17-SEs1999 
510(k) .STXWEW 

DEVICE: SYSi'EMU3 
SE DEXZISION MADE: 
510(k) !mtImEW 

DEVICE: SYSTEMU3 
SE DECISION MADE: 
510(k) m 

DEVICE: SYSTEMU3 
SE DECISION'MADE: 
510(k) m 

DEVICE: SYSTEMU3 
SE DECISION MADE: 
510(k) sIi4TEMwT 

DEVICE: SYSTEMU3 
SE DECISION MADE: 
510(k) ,!mmMWT 

DEVICX: SYSJXMU3 
SE DECISION MADE: 
510(k) .STXmWC 

DEVICEZETEST 
SE DECISION MADE: 
510(k) SlWXMXC 

FOR NImmIN 
0544N-1999 

18-FEB-1999 

FOR AMPICILGIN 
08-FEB-1999 

FDRAMXICIILIN/CMAJmNICACID 
09-FEB-1999 

FOR- 
09-MAR-1999 

FOR- 
0%MAR-1999 

22-MAR-1999 

DEVICFx TRIMEXWPRIM/SWWMEIWXAZOLE (l/19) 
SE DECISION MADE: 26-MR-1999 
510(k) SVQ%XWC 

DEVICE:::EtX? 
SE DECISIm MADE: 
510(k) SWXX%I' 

CEFuRom 
22-AF%1999 



SUF?NITIEFtADDRESSLISTINGFCRCD~W3STANTIALLYEQWXQNC (W 510(K) - OR 510(K) 
FOR FINN, DECISIONS RENDERED DURING THE PERIOD 01-.X?&1999 THRXGJd 31-DEC-1999 

-S 06-&u-2Occ 
Pa* 7 

AB?xmmm -lEs, INC. 510(k) No: K984116 
MHlDELSHZ8OOF,HFS8~F,HC8~/HFS800C,HC400C/HFS400C 

PlXNENo: 770-339-2600 ATTN:DAVID WliWXCD 
2220 - PWY., 
SUITE100 
DULUlX,GA 

ABAXIS INC. 
ATm:LISA t,KxzAm 
1320 U#%PEXE TEFGACEi 
m, ai 94089 

ABAXIS INC. 
ATm:LIsA McGRA!m 
l32ocHEsApEAKETERR. 
,tmwwcE, CA 94089 

ABlXYM'DIAtZQSTICSMFG.,INC. 
ATIN:LINDAMXPIS 
1920 HURD DRIVE! 
IRVING, TX 75038 

ABEDIT-, INC. 
ATIN:DAVIDTGUZEK 
14OltzmRlmNRD. 
m~~~c~1~,1L60064-4ooo 

ABEDIT-, INC. 
ATm:LINDA IQXRIS 
1920 HURD 
IRVIW, TX 75062 

ABFDITS, INC. 
ATlN:LINDA MXRIS 
1920 HUFUI 
.IFMaG, TX 75062 

510(k) m: K99214O 
PFKIJENO: 408-745-6880 

510(k) ND: x993211 
PHONENO: 408-745-6550 

510(k) No: K991010 
PEDNENO: 972-518-6711 

510(k) ND: K982159 
PHCNENO: 847-937-3216 

510(k) NO: K983070 
PIXIENO: 972-518-6711 

510(k) No: K983281 
PHONENO: 972-518-6711 

ABBICDISK 
m: ANNE EkzTi-sm 
DALVAGENlO 
-, 

510(k) No: K992993 
PHCNENO: 468 730 0760 

AB2MEDIcRLF%mJm,~ 510(k) ND: K984569 
ATm: AKIMUR cxANDLER,III FWCNENO: 281-362-0130 
52BUMCNBUSHcT 
TI-IE wcxmANDs, TX 

DEVICE:EI!ESTFCRQJINUFWSTIN/DALFOF'RIST~ 
SE DECISION MADE: 16--NOW1999 
510(k) z%rxmmw 

DlWICE:AB2MED-FWsoulTIONSEZ' 
SE DECISION MADE: 12-Aw;-1999 
510(k) smm@NJ? 

DEVICRHEPA-CWEAIR CUZANERAMEFUCANAlRFILTERAIRFILTRATIONSYSIE 

SE DEXXSICN MADE: 24-JLJN-1999 

510(k) ,%XmGWr 

DEVICRPIcoLlLoMf?I!LYl'E 7REAGEM'DISC 
SE DECISICN MADE: 26-AW-1999 
510(k) SUMMARY AWJLABLE FRCN FDA 

DEVIC%PIccoLoXXXUMTESTSYSIEM 
SF, DECISION MADE: 25-ocT-1999 
510(k) SulvplARy AVAIUVXE FRCN EDA 

DEVICEi:ACX' 
SE DECISION MADE: 19-MAY-1999 
510(k) ,SUW?Ri AVAILX?U = FDA 

DEVICJZ:~F'LUMA+ INJXJSICNPUME' 
SE DECISION MADE: 12--JAN-1999 
510(k) sxATmmc 

DEVICZ:CK 
SE DECISION MADE: 16-FEB-1999 
510(k) m AWULABLE FXN FDA 

DEVICRAFCJB 
SE DECISICN MADE: 26-JAN-1999 
510(k) S AVAILXXE FROM FDA 
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ABEniT Lk?3FmAm, INC. 
ATIN:LINDA mRRIs 
1920 BmD 
IRVIN%, TX 75062 

24BEmT-, INC. 
ATIN:LINDA HXRIS 
1920 HURD 
IRVIPG, TX 75062 

mm-, INC. 
ATIN:LAWALGRANITZ 
2coAEmxTPARKmw 
ABWITPARK,IL60064 

zABEmT-, INC. 
ATIN:LAURALG%NITZ 
2OOABEmTPARKFmD 
ABEmr PARK, IL 6co64-3537 

ABEKJIT-, INC. 
ATm:MARK - 
1921 JdURD DR. 
IIIVING, TX 75038 

AFIBoIT-, INC. 
ATlNNW%RINEMW-XXEY 
DEpT49C. BIDG.AP31 
2coABEoiTPARKFcAD 
ABB~IT.PARK,IL~OO~~-6200 

ABFmT-, INC. 
ATI'N:KARENLGATEs 
2ooABEurrPmKIxxD 
AEWlTPARK,IL60064 

ABm m, INC. 
ATTNzJANICEEBKWN 
5440 PATRICK HENRY DR. 
s-.ANIn (lxm?l, a-i 95054 

ABEaTs, IK. 
ATIN:MARK LITTLEFIELD 
1920 BURD DR. 
IRVING, TX 75038 

510(k) IQ K983289 
PHONENO: 972-5X3-6711 

510(k) No: K983774 
I?iBVEM: 972-518-6711 

510(k) No: K984108 
PHCUFJNO: 847-93&0092 

510(k) No: K984301 
PHCNENO: 847-937-3340 

510(k) No: K990035 
FFCNENO: 972-518-6062 

510(k) No: K990373 
FTDNENO: 847-938-7707 

510(k) No: I(990774 
PEKXENO: 847-938-0538 

510(k) No: Kg91142 
PHXENO: 408-567-3521 

510(k) No: K991175 
FTXfUElNo: 972-518-6062 

DEVICF.:AWLIFQPRUI'EINAl 
SE DECISION MADE: 29-JAN-1999 
510(k) SDMtGRY AVAILXXE FFCN FDA 

DEVICE:UALB 
SE DECISION WE: 2%.J7Gt-1999 
510(k) SUMMAFW AVAIUBLE FlRQM FDA 

DEVIC-E:ABEUITARCHITECTB12 
SE DECISICN MADE: 03-FE&1999 
510(k) .SDMWGY AvAILABLe FIXN FDA 

DEVICE:ABFXYlTARCHITJXTFoLATE 
SE DECISION MADE: 05-FEE&1999 
510(k) SUNfXCf AVAILXU m FDA 

DEVICE:RF 
SE DECISION MADE: O&MAR-1999 
510(k) .SWNhRY A- FFCM FDA 

DEVICFn:FACX'FUJScNESTEP~TFST 
SE DECISICN MADE: 22-FEB-1999 

510(k) SUWl?W AVAILXU FRQM FDA 

DEVICE:ABBKllTAFG-II~CEA 
SE DECISICN MADE: ll-MAY-1999 
510(k) SUM&WC' AWILABLE FRaM FDA 

DEVICE:CEX&DYN1200 SYSTEN 
SE DECISION MADE: 23-JUN-1999 
510(k) SUMMARY AVAILUU FRQM FDA 

D~~:~IFICATICN?O~~D~BILIRUBIN 
SE DECISION MADE: 28-J.WY-1999 
510(k) SDWl?@Y AVA&WLE FRaM FDA 
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ABBOITS, INC. 510(k) No: K991372 
?rIN:LINDA MXRIS FTXNENO: 972-518-6711 
1920 HURD 
IRVING, TX 75062 

ABm -, INC. 510(k) No: K991483 
A!J.TNtUQHEXNEMWR!I!UX PHSENO: 847-938-7707 
2mABFmTPARKm 
ABEmrPARK,IL60064 

ABEKYJT LzAJa-, INC. 510(k) No: K991501 
A!rm:JLTL SAm PHCXENO: 847-937-4085 
2OOABEnrrPARKmAD 
ABExxTPARK,IL60064 

ABm-, INC. 510(k) No: K991605 
CE&-DYN 3700 SXSTEMWITH 

hMIWELJ.XBFXXDII'G 
TrxmmRERET1m FmcTToN 

FWXEIW: 408-567-3781 
544OPATRICKHENRYDR. 
sxwm cL74RA, CA 95054 

ABEarc-, INC. 510(k) NO: K992444 
ATlNtJANICEEBFUriN PIDEW: 408-567-3521 
544OPATRICKHENRyDR. 
b!zAmA CLARA, ca 95054 

ABEDIT-, INC. 510(k) No: K992710 
ATlWKXWZNNEMWXtTLEX PHONENO: 847-93%7707 
DEPl'9VC,BIM;.AP31 
2coABmITPARKwyv) 
ABHoTI:PARK,IL60064-6200 

ABFmTm, INC. 510(k) No: K992858 
AYITN:m v PHlYAENO: 847-937-4106 
DEFT 9YC, BIIG. AP31 
2OOABEmTPARKFxxD 
ABE#xTPARK,IL60064-6200 

ABm-, INC. 
A!rm:MARK LIWrn 
1920 HURD 
lTRVlN2, TX 75062 

510(k) NO: K993083 
FFDiEIW: 972-518-6062 

ABEOTT-, INC. 510(k) No: K994039 
on' GEXS'IW 1.v. 'JNFusIm FVM!?-6 THERAPY cmTFIGuRATI~,AB 
ATm:JERRY JENNINGS PlKNENO: 847-935-4977 
D-389, PUX. AF'30 
2OOABEnrrPARKm 
IABEmT PARK, IL 60064-3537 

DEVICE:CRP 
SE DECISION MADE: Ol-JUN-1999 
510(k) SUbNARY AVAILAEW m FDA 

DF%WX:ABEUlTARCHITEfCTGLYCATEDBEMXUBIN 
SE DECISION MADE: 01-W-1999 
510(k) SUMM?W Am FFUN FDA 

DEVICE: ACXUIMINFUSICNPUMP 
SE DECISICN MADE: 13-MAY-1999 
510(k) .s-mW 

DEVICE:CE&-DYN35OOSYS'IEMWIlXlJ@GWRE~I~ FRAcmm (IRF) 

SE DECISICN MADE: Og-JUL-1999 
510(k) SUMMARY AVAIUEZG m FDA 

DEVICE:IQDIFICXITONOF: CEIL-DYN1200 SYSTEM 
SE DEXXSION MADE: 24-SET-1999 
510(k) SUWW?Y AVAIUUXE FliaM FDA 

DEVTCE:AEiEUtTARC%TEUJGLYCATEDHEEIcx;LoBIN~ 
SE DECISICH MADE: 24-NW-1999 

510(k) SUMMARY AVAILXW FlXX FDA 

DEVXE:ABB3TTAXSYMHZNXY~INE 
SE DECISICN MADE: 25-CCl-1999 

510(k) zsuMN&Y AVAIUBLE FRaM 

DEVICX:ALCYCN3001 (WITH ISE 
SE DECISIcXi MADE: 05XCT-1999 
510(k) St&NARY AVAILNZE FlMM 

FDA 

mm) ANALYZER 

FDA 

DEVICX:ABEQITGENSTAR 1-v. INFus1cN m-7 THEFWY OZNFI~ION, ABE 

SE DECISICN MADE: 22-DEC-1999 

510(k) ~!mTEmm 
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ABXDIXWSTICS, INC. 
ATrN:PA!c T%MlxmR 
7777 ClENTER AVENUE 
SUITE 102 
HUNT- BEACX, CA 92647 

510(k) No: K990311 
FJI-KNENO: 949-489-3913 

ABXDIXi'WTICS, IiT. 
A!rIN:PAT r+mmER 
7771 CENI'ER AVENUE 
SUITE 102 
HuNI!- BEACH, CA 92647 

510(k) m: K991839 
PHCNENO: 949-489-3913 

ABXDlXWS!t'ICS, INC. 
AT-lN:PAT MIWEX 
34 BUNSEN DR. 
IRVINE, CA 92618 

510(k) No: K992511 
PHCNENO: 949-453-0500 

AccINrL. 
ATIN: AKIWJR K.K. MA 
108 N. YNEZ AVE 
SUITE 128 
- PARK, ca 91754 

510(k) No: x990729 
FTKNENO: 626-573-9220 

ACUJR%ZDmCSa3RP. 510(k) No: K990241 
E, ACUMALYZE,~SCXX?E, ACUJSHADE, m,ANDACXUMIP 
ATI'NzGAFUJm FJFENEINO: 510-276-2648 
16303 PAXXWIIC WAY 
SAN ~ANDFQ, CA 94578-1116 

AOCUMED m., INC. 510(k) No: K9B4489 
m:-CKNAPP PI-KXEND: 8GO-871-8909 
29299 -S RD., SUITE 1-K 
WEsm, OH 44145 

AcKnmmIcs INC. 510(k) No: K992531 
Es, ULm SYSTEM RPFA-!rR%? IJWEL CNE Q2, ULm SYm 
ATITJ:FRANCESEHARRI~ FWCNENO: 619-404-8235 
3985 B SCWZWIO VATXEY BLVD. 
SAN DIFfX, C% 92121 

ACXURAY,ING 
PY 
ATrN:LuANNETEmmR 
570 DELREYAVE. 
EXMWBGE, CA 94086 

510(k) No: K984563 

EECNJZNO: 408-522-3740 

DEVICE:VEGARETICAuTaMATED I3EblMDm ANALYZER 
SE DECISICN MADE: 31-MAR-1999 

510(k) ,SUWARY AVAILABLF: FRCMFDA 

DEVICE:ABXFXbiTRA120RETfCAGlQQThD~~Y~ 
SE DECISICN MADE: 11-AX-1999 

510(k) SUMMARY AVAILXGZ FFXX FDA 

DEVICEi:ABXPEN'IPA6O HEMATOLOGYANALYZER 
SE DECISION MADE: 15-CXT--1999 
510(k) SOWARY AVAIL?+BLE m FDA 

DEVICE: FWfCUSPHYSICIANSBRANDDISFCGiBLEA~~ 
SE DECISION MADE: 13-MAY-1999 

510(k) W 

DEVICE:ACWIM?GE, ~DIAGMXTICIMAGING, bnRmTATI~w/Ac(xTsoDR 

SE DTX!ISION MADE: 23--SEP-1999 
510(k) SUMMARY AVAILMLE FFW EDA 

DEVICJZ: SENSI!CITRE 18-24 JXUR SUSCEPTIBILITY PL?iTES 
SE DEXXSION MADE: 16-FEB-1999 
510(k) SllATEMwT 

DEVICE:THE -FEsYmFoR STERMnacTICRADI~ /R?WOTHERA 

SE DECISICN MADE: 14-JU.L-1999 
510(k) SUM&WY AVAILABLE FRaM FDA 
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AcXUlXON,INC. 
l-lTIN:mIE - 
2020 WEST MELINDA LANEi 
EDEN-IX, AZ 85027 

ACE SUIIGICAL SUPPLYOD., INC. 
A!lTN:J.EZWARD CARCHIDI 
1034 PEARL STREET 
P.O. Em 1710 
BlxXlQW, MA 02403 

ACISTMEDIC%SYSlTEMS 
ATIN: mm AND- 
10250 VALLEX VIEi+ RD., #117 
EDm PRXRIE, MN 55344 

ACIsrMExxclALSYSTEMS 
ATINzCXRLMBEZURLINE 
7450 FLYING CLMJDS DR. 
SUITE 150 
EDEN PRAIRIE, MN 55344 

Aa#MEDIc!AL,INc. 
ATrN:MIKE LFVERNIER 
1181 CHE!SS DRNE, SUITE B 
Ec6TER CITY, a 94404 

Aam-, INC. 
A!nN:JIxuNLIN 
11175 FLINlTUXE AVE., #F & G 
SAN DIEiGO, CA 92121 

Acmv, INC. 
llTIN: NORA C.R. YORK 
11175 FLINITXYIE AVE., #F & G 
SAN DIEXQ CA 92121 

AccNm, INC. 
ATIN: WRA C.R. YORK 
11175 FLINIKCQE AVE., #F & G 
SAN DIMX), CA 92121 

A(ImwFD, INC. 
A!!?IN: BRUCE GIBBINS 
12232 S.W. GARDEN PL. 
EcEamND, OR 97223 

510(k) p93: K992421 
PHONENO: 602-780-2020 

510(k) No: K990140 
FTKNENO: 508-588-3100 

510(k) NO: K984058 
EJHSENO: 612-941-3507 

510(k) ND: x993774 
PHXZIKI: 612-955-9319 

510(k) No: K991.234 
PHCNEBD: 650-372-1332 

510(k) No: K993065 
PI-KXElNo: 858-535-2035 

510(k) No: I?993203 
PHCtE No : 858-535-2030 

510(k) No: K993317 
PHONENO: 858-535-2030 

510(k) No: K992032 
PHCNE No : 503-624-9830 

DEVICE: GUARDIAN Ii37 ERESWRE ALARM ACXXZXXY, mEL 34076 
SE DECISION MADE: 27-0X?-1999 
510(k) SUMMARY AVAILABLE: m FDA 

DEVICE:NoRMEDBoNETRANSK?RT 
SE DECISICN MADE: 25-MAR-1999 

510(k) STA'ImENT. 

DEVICE: ACIST INJECXRSYSTEM,MXXZLCL1OOH 
SE DEISICN MADE: 11-FEB-1999 
510(k) SUMMARY AVAILABLE m FDA 

DEVICE: ACISTANGICGRAPHI cINJEcrIoNSY~,mELcL1~ 
SE DECISICXV MADE: 07-D&1999 

510(k) SUlQ@@Y AVAILXZE FFXX FDA 

DEXICX:'IHEACMEfMEDIC% AESTT%rICND:~LAsER 
.?Z DECISION MADE: 28-JUN-1999 
510(k) SUMM?%Y AVAIUBLE FX%l FDA 

DEVICE:AccNoaMBo~ 
SE DECISION MADE: 08-o(JT-1999 
510(k) m AVAILABU FIXX FDA 

DEVICE:AocNcNESl'EP~ TESTSTRIP(uRmE) 
SE DECISICN MADE: Ol-DEC-1999 
510(k) SUMMARY AVAIUBLE FlX#d FDA 

DEVICE:AccNHCGoNESJTEPpRFx;Mwc TESTDEVICE(URINE) 
SE DECISIGN MADE: Ol-DEC-1999 
510(k) m AVA3UBlX FIXX FDA 

DEVICE: ACRY ISLAND BORDER DRESSING, bf.ZDELS 2031, 2032, 2033 
SE DEXXSIQN MADE: 19-AX+1999 
510(k) SU+fARY AVAIUBLE FFXX FDA 
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AcrMEDIcm,INc. 
ATIN:wENDYvm 
150 c7%L1m ST. 
-, MA 02458 

Acum ox?. 
ATIN:wILLIAM wEIm 
1220 - RD. 
l%InmAm VIEW, CA 94039-7393 

ACUSCNCCRP. 
ATINzWILLIAMEWEXH 
1220 cwmzsim RD. 
?aJmxm VIEW, al 94039-7393 

AaJm OXP. 
ATIN:HCXGRDMBXSTEIN 
555 13TH ST., N.W. 
B, lx! 20004-1109 

AD-T~II~~INSTR~UMEWT~ 
ATIN:DAVID PUTZ 
1901 WILlJAM c?rREmJ 
WINE, WI 53404-1876 

xc?. 

AD-TEmMED1CALINsrRma3Rp 
ATIN:JCHNFZIOBW) 
19OlWluJ.m~ 
~cm!$ WI 53404-1876 

ADAC w 
ATIN:DE!NNISWHENI(ELMAN 
540 AIDER DR. 
MILPIms, ca 95035 

ADAC w 
ATIN:GENlXXMGRANT 
540 AIDER DR. 
MnPIlw, ca 95035 

ADACV 
ATIN:DENNISWHENKELMAN 
540 AIDER DR. 
MIT&s, ca 95035 

ADAM sm OXP. 

AT'J?N:CZX)L m 
1746 KC. 34 
WALL, NJ 07719 

510(k) No: K990693 
PHONEND: 617-964-9100 

510(k) No: Km991805 
PHCNENO: 650-943-7286 

510(k) No: K992580 
FBZNEiYO: 004 989 32475830 

510(k) No: K992631 
F?-KPENO: 202-637-5813 

510(k) No: K990788 
PHCNENO: 414-634-1555 

510(k) No: I(992194 
PI-CNENO: 414-634-1555 

510(k) No: K991607 
PFDIEINO: 4084333989 

510(k) NO: K992078 
PHONENO: 408-468-3989 

510(k) No: K992317 
PHCNENO: 408468-3989 

510(k) No: K983940 

FHCWNO: 732-681-7070 

DEVICE:FLEXtBD~PLUS 
SE DECISION MADE: 14-M7G-1999 
510(k) SUMM?BY AVAILABLE = FDA 

DEXICE:ASPENULX%SOUND WITH- IM?G~OpTIoN 
SE DECISION MADE: 02-A&1999 
510(k) SU!@QRY AXULAEXE FFXBl FDA 

DEVICE:FETALt~CX' 
SE DECISICN MADE: B-CCJ?-1999 
510(k) SUGGRY AVAIL?UE F'fXX FDA 

DEYICX:ACUNAVDI&XXX'ICULXRAXUJB~ 
SE DECISION MADE: 15-DE%1999 
510(k) SL@MARY AVAILABLE FRB FDA 

DEvICE:AD-TECH'S FDRAMENcxIp;LEELECX%BE 
SE DECISION MADE: 02-m-1999 
510(k) SUMtQRY Am FiXX EDA 

DEXtCE:CXXTIC7GMAPPINGUNIT,~EL~ 
SE DJXISION MADE: 13-SEP-1999 
510(k) SUtGGRY AVAILAXE FR@l FDA 

DEYICX: VANT?YX 2.5 
SE DEXXSICN MADE: 26-JUL-1999 
510(k) SUMtmRY AVAIUBLE FIiQM FDA 

DEVICX:VANI!XXEXS~II 
SE DEX!ISIcN MADE: Ol-SE%'-1999 
510(k) SUMNARY AVAlUE&E FRQM FDA 

DEVICE: AUIOS~ PLUS WITH INSTILL IKXKt't 03=1~ 
SE DEXXSION MADE: OlXXY-1999 
510(k) SDMMAFY Am FWSM FDA 

06-JAN-2ooo 
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DEVICE:EZ-INlXOPER(XITANWUS CwHETERSHEXIH,EZ-mVESBLDILXCB 

SE DECISION MADE: 15-JUL-1999 
510(k) SUYHARY AVAIUBLE m FDA 
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AlxxNo~-~ 
ATIN: PAUL GIBB 
101 WEST 6TH ST. SIE. 407 
AUSTIN, TX 78701 

510(k) No: x984367 
PI-KBIEID: 512-474-7267 

DEVICE:AClT.VX 
SE DECISICN MADE: 28-JAN-1999 
510(k) SUMMARY AVAILABLE FRM FDA 

ADvAtccEDcaRD1m SYSTEW, 1510(k) NO: K990867 
-18,1005130-18,1005132-18,1005134-18,100513~18,100513&18 
ATIN: SANDRA SUNDELL PKNENO: 408-835-4278 
3200 LAKESIDEDRIVE 
SANrA CLARA, CA 95052-8167 

DEVICE:PXHERUJLINK14BILIAFtYSTEWI'SYS'IEM,MXZL1005126-18,1005128 

SE DECISION MADE: 02-SE!?-1999 
510(k) S AVAILABLE FFxX FDA 

ADVWXD CARDIovAscuLAR Sym, 1510(k) No: K992169 DEVICE:AcSHI-TW$$JEC'RXS-IT4OOXl!GUlDEWIRE 
ATm:MARGmET ANDERSCN I?I-Em No : 408-235-3995 SE DECISION MADE: 28XCT-1999 
3200 LAKESIDEDRIVE 510(k) SUMM?@Y AVAZABLE FRN FDA 
SANEA CLARA, CA 95052-8167 

ADVANCEDDIAGNQTTICS& IHIERmWIo510(k) No: K992621 
ATIw:I4NIcM FENDER PHCNENO: 310-373-6769 
216VIALINDAVISTA 
RElxmo BFACE, CA 90277 

ADVANCED INFUSION, INC. 
m: JAMES msTENsEN 
6200 SOVIH MCXUmWK #6 
‘lI!EWE, AZ 85283 

510(k) No: K992551 
FT-xmE No : 480-557-7337 

T+DV?KD MEDIC% SOLUITCNS GRYJF' P510(k) N: K99l287 

DEVICE:ADI 9OCO/9001 ~F%'ANOACXXSSORIES 
SE DECISICN MADE: 08-NW-1999 
510(k) .tmfmmm 

DEVICE: ALPBAINFUSICNPUMP 
SE DECCSICN MADE: 27-CCT-1999 
510(k) SulvplARy AVAILAHLF, FFCM FDA 

ATM: CHRImPHER oAKEs PHONEi NO : 011 441 6068635oosE DFCISION MADE: 29-JUN-1999 
mm, 
WlIWXDINDUsIIRTAL~ 510(k) SUNNRY AWILABLZ FRZl FDA 
WINS-, a, 

AD- MEDICIIZ s0wlTIcN.S GRXP P510(k) No: K991630 DEvI~:~~I~sO~I~SSILIcI=NE~scaR~sHEFT 
ATIN:a-IRIs (ILaKEs FWNENO: 011 441 6068635OOSE DECISION MADE: ll-JUN-1999 
mm, 
wJsNEaD INDu- ESTATE 510(k) SUMWY Am FRX FDA 
WINSFORD, clEL%mE, 

ADvANcmMEmaL~LTD. 510(k) I'm: K983900 DEVICX:~ 
A!tTN:WILLIAME~ pH3NENo: 801-944-9977 SE DECISION MADE: 29-JAN-1999 
9712 S. AL- DRIVE 510(k) SUHlARY AVAIWXE FRX FDA 
SANDY, UT 

AD- NEuKMXITJLAT'I~ SYm, 510(k) No: K990469 DEVICE:LAMI~ELE!ADS 
ATIN:DRKW JoHNsoN PHCNE ND : 972-390-9800 SE DECISION MADE: 03-JUN-1999 
OfaALixmmNPKwY. 510(k) SUMNARY AVAILMLE FRX FDA 
ALIEN, TX 75002-4211 
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Jilmacm N sym, 510(k) No: K991784 
ATrN:KATRYNA wAFu?EN PHCNENO: 972-390-9800 
ONEALIXNWNPKWY. 
AILEN, TX 75002-4211 

AD- rdmmm~~m!r~cN SYsnms, 510(k) NO: K992946 
ATIN:KATRYNA WARREN !?JXNENO: 972-309-8ooo 
6501 WINHXWX DR., SUITE 100 
PIAN3, TX 75024 

ADvArGm SPINE FIX7QICN SY-, 1510(k) No: K990845 
ATIN:GREG I.aLANo PHONENO: 949-262-0411 
3722 AVE. SAUSATXIO 
IRKmE, (7A 92606 

AD~sIIEwI~IoNPm~ 510(k) No: Kg81625 
A!rm:KEvIN aIx?RIGAN FECNENO: 949-453-6410 
33 - DR. 
IIIVLNE, Qi 92718 

AD~~IZATICNP~~ 510(k) No: K991487 
ATIN:JOHNEFRIND PHCNEIW: 949-789-3885 
33TMHNoLoGyDRIvE 
IRVINE, Ca 92618 

AD- STERILIzATIm PRoDucrs 510(k) No: K991675 
ATIN:m azx?RIGAN pi-KNE No : 949-453-6410 
33 - DR. 
IRVIN& CA 92718 

zQvANc!EDSURGIcAz,~ (Fsc) 510(k) No: K993544 
ATIN: MARYMcmM?aA aILT.,INANE PIKXQE NO : 508-643-2237 
49 PLAIN b5iTREm 
NcEm -, MA 02760 

mvxmm !mxmmxY LABORATORIES, 510(k) No: K991671 
A!l'INz~JswEENEy PWNENO: 425-487-7602 
22100 - EVERETT E3wY. 
P.O. Box 3003 
BcYlmu,wA98041-3003 

ADvANcEDmm-, 510(k) No: K992470 
ATINzlTRRENXJSWEEWXY FJKXWNO: 425-487-7602 
P.O. Box 3003 
IibxmLL, WA 98041-3003 

DEVICE:RENEWLTZADEXTENSION 
SE DECISICW MADE: 24-JUN-1999 
510(k) SUMWRY Am FFUX FDA 

DEVICE:FGNEW~IVER 
SE DECISICN MADE: 24-SEP-1999 
510(k) SUMARY AWILABLE m FDA 

DEVICX: M%IFIC?+TICNTOPAKPSNWBERED ax--sLANDm-SL15 
SE DECISION MADE: 13-APR-1999 
510(k) sI31TEMEMT 

DEVICX:STEPRAD50sTERILIZER 
SE DEXT.!ISIa MADE: ll-JAN-1999 
510(k) SUMlAW A- FlXM FDA 

DEVICE: CIDEXOPAsoLuTIoN 
SE DECISION MADE: 08-CXT-1999 
510(k) SUN&WY AVAILWLE m FDA 

DEVICE: MZiXFICATICN OF: STERR7D BI TEST PACK 
SE DECISIcbl MADE: 15-JUN-1999 
510(k) SUMWRY AVAIMBIZ FIMM FDA 

DEVICE:SPACE-ORRETRACIOR 
SE DEXXSION MADE: 22-DE'&1999 
510(k) SUbNARY AD FFXM FDA 

DEVIC.E:BDI5CXX3DIXNCGTICUL~SY~ 
SE DECISION MADE: 18-m&1999 

510(k) StM%RY AVAILABM FlXM FDA 

DEVICE:ULT@!MMK 4ccc/sLmx!E6oooUL~SY~ 
SE DECISION MADE: 23-AUG-1999 
510(k) ,SUMARY AVAIIXXE FIiaM FDA 

- 



__ 
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AD~~LcGYREsEAR(311. S.A.S5lO(k) NO: K991401 
ATIN:- AP- !?HONENO: 949-462-0900 
21911 ERIE LANE 
LAKE Fomsr, a 92630 

AD- LJFrxcm INC. 
ATINzE(ARENEPEXXRXN 
1290 Hr@Nml RD. 
ST. PAUL, MN 55110 

510(k) iV0: K993459 
PHONENO: 651-653-8512 

ADWDENTALm=,INC. 510(k) No: K990779 
ATlNtINGRIDKPELEWN FENENO: 800-388-6319 
4498 KLAIS DR. 
(Jsxsnx,MI48348 

ADvAIQZGEDmICSCORP. 510(k) NO: Km991883 
ATIN:JANIS m PIDEIW: 650-691-4770 
3573 wEfawmD BLW 
SANrA FOSA, CA 95403 

ADVENTURE IN aImRs, INC. 
ATINzMARTIN DALSW 
623 GZACIER DRIVE 
GRAND JuNClXN, a> 81503 

510(k) No: K984098 
PHONENO: 970-243-5490 

AD- IN oxms, INC. 
AT!xMARTI.N DAlisING 
623 GI.ZCER DRIVE 
GRAND JUNCIKN, CD 81503 

510(k) No: K992054 
F%-DNE No ,: 970-243-5490 

AERBAX TlIKmaLcGlEs, INC. 510(k) No: K984085 
ATIN:ALT.ANMWACWTER FT-KNENO: 6O2-785-8ooO 
12020 s. wAmER/ELL!1m LmP 
SUI'IE 124 
FWXNIX,AZ85044 

-, INC. 510(k) No: K984109 
ATm:LIAsJoNFs PKINENO: 650-624-5073 
loco G24lmmi BLW. 
souTHSANFF?ANc1m, cA94080-7030 

-, INC. 510(k) No: K984124 
ATrN:MARY ELLENrrKmEN PHONENO: 650-624-5072 
1OOOGATEmYBLw. 
SOIPISI SAN FRANCISCX), CA 94080-7030 

D?iVICE:ATR3~,ATR2~,IMPLAW-PF0 
SE DECISION MADE: 15-DEG1999 
510(k) ,Wbi%RY AVAILX?U FRCN FDA 

DEVICE:~IFICXJ?ICN'IOBRENNEN BICXSYNIHETICSUlWICXMJ!SHMATRIX 
SE DEXXSION MADE: 05-NW-1999 
510(k) SWNWY AVAIL%LE FfUN FDA 

DEVICE:WNASEAL&CIDE 
SE DEXXSICN MADE: 17-NCV-1999 
510(k) Sn-nmmW 

DEVICE:REDI-TESTOPI?UES 
SE DECISICN WE: 15-SEP-1999 
510(k) SUINGU! AVAILXXE FRQd FDA 

DEVICE:ADVENtJRE TINlZ,COIOR ENBANXDTINTEDSOFTcXXQA~~S 
SE DECISION MADE: lOdW-1999 
510(k) SUbWARY AVADXBLE FFXX FDA 

DEVICE:ADVENl-W%TINlcs ~CTIN'IEDSOFl'~CTLENS 
SE DECISICN MADE: 07-JUL-1999 
510(k) SUMMARY AVAIUBLE FEMM FDA 

DEVIU?,: WFIL)SPACER 
SE DECISION MADE: 05-AX-1999 

510(k) SVXmfNC 

DEVICZ: AESWLAPAXIALCLIPAPPLW 
SE DX'XSICN MADE: 12-FEZ-1999 
510(k) suMMARy AVAIIXXE FFXX EDA 

DEVICE:~XENCNLIGBTSWRCZ 
SE DECISION MADE: Ol-FEE!-1999 
510(k) .SUNGRY AVAILAEU FIMM FDA 



SUEMITlERADDRESSLISTIIGFORCDRHSUEWWTI?GY~ (SE) 510(K) W CR 510(K) - 
FGR FIN& DECISICNS REND- DURING THE PERIOD Ol-JAN-1999 TBRCXXH 31-DEXZ-1999 

06-JAN-2ooO 
Page 16 

-, INC. 510(k) No: K990088 
ATIN: STEVE REITZJXR FKNENO: 619-702-0700 
aJEmaPLAzA, SUITE900 
6cowEsT- 
SAN DIEGO, CA 92101-3302 

-, INC. 
ATTN: ,5TI?3E REITZLEZ 
13221 MARICOl'rE PL'X!E 
SAN DIEGQ, CA 92130 

510(k) No: K990089 
PI-KXWANO: 619-977-1465 

-, INC. 
A!MN:t5iTEVE REITZLER 
13221 MARICOTTE PLACE 
SAN Dm, CA 92130 

510(k) No: K99W90 
PHONENO: 619-977-1465 

-, INC. 510(k) m: K991223 
ABsmBvmsuIzGI~mSUruRE,PLAINAND~c 
ATIN: STEM3 REITZLEFt 
13221 MARIWIVX PLACE 
SAN DIEGO, CA 92130 

AEixulm~ITEcM 
ATIlU:wLtLT3MTKELLEY 
2525 PlMGAw AVENUE 
IRVD& ca 92623-9791 

AFsCmAP~Im~AMERIcA 
ATm:- ICEILEY 
2525 MGAW AVE. 
IRVINE, CA 92623-9791 

AE%sa&w~ITM:mAMERIca 
ATIN:wILLIAM KELLEY 
2525 MEAW AVE. 
IRVINE, CA 92623-9791 

pGAPIASTICIND.cIc1M.LTDA. 
ATIN:SUSANDGOIDSTFJN-FALK 
55NcxxmmNEiLw 
SUITE 200 
GREAT NXK, NY 11021 

PH@ENO: 619-977-1465 

510(k) No: K991993 
PHoNENo: 949-660-2770 

510(k) No: K991285 
PIicNENo: 949-660-2770 

510(k) No: x992707 
PHONENO: 949-660-2950 

510(k) No: K992995 
PIXXQENO: 203-431-1511 

XENBIC&lEDIC%LLTD. 
ATTN:RUSSE% RICZ-WDS 
7&11DUWELLSl'., 
AcAcm Rr@xE 
BRISBANE, 

DEVCCE:AB%XWLESUFGICALGUTSU'IURE,:,ANDANDCANDSOFTCAT 

SE DECISIm MADE: 30-AF'R-1999 
510(k) SUIWGZ AVAILX%E FRZM FDA 

DEVICE:pHAooLAsEER:YAGLASEJR 
SE DlXCISIcN MADE: 17-W-1999 
510(k) SUbNARY Am FfMM FDA 

DEVICE:LFsERSYSTEMRUBYSIZiRWI'MQ-~ANDNXMALMDE 
SE DECISION MADE: 12JUL-1999 
510(k) SUMARY AVAIlXJE m FDA 

DEVICE:mZ29DERMABLATE ER:Y?-G lls!sER SYSTEM 
SE DECISION MADE: 19-CCl?-1999 
510(k) SUIMARY AD FIMM FDA 

DEVICE:AFXM7iTICANDFLA~n=NGuEDEpREssoR 
SE DEcISIC% MADE: 09-DEC-1999 

510(k) SUM?G?Y AVQZLJWZ FIiaM FDA 

510(k) No: K993276 DEVICE: SIME'LIFYD-DIMEFc,~E.LDCGKl 
PFKNENO: 617 337 06300 SE DECISICN MADE: 14-DE&1999 

DEVICE:SYIVlX)FILNoNABsoRBABLE PEXSURXCAL~ 
SE DECISIG'J MADE: 10-FEB-1999 

510(k) SUl%ARY AVAIL?WX FIXM FDA 

D?ZVICZ:SITXAM~ SILK SUEIGICAL SUTURE 
SE DECISION MADE: 15-M?iR-1999 
510(k) SUM%RY AvAILABLe FIMEl FDA 

DEVIC&DAFILCN~ FOLYAMlDESURGIC?&~ 
SE DECISICN MADE: 22-H&G?-1999 
510(k) SUMM?GY AWILAEXE FEMM FDA 

510(k) S!mTmmr 
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AGm -IEs. INC. 
ATIN:DAvE OGBORN * 
3OcoM.mmEmNRD. 
ANEOVER, MA 01810-1099 

AIRTEcmIp, INC. 
ATlN:JctxFJH CaftFl 
70cziImIpu;uE~RD. 
HI-, NY 11802 

AIRsEP(soRp. 
ATIN: m DZIQMBA 
290 G?EEKSIDE DR. 
BUFFKO, NY 14228-2070 

Ara.lmMExxc!ALpHys1csm. 
ATI'N:JOlWZA~FOUL0S 
36OmF@HRmTE9w 
-, NY 10920 

AmrNAMFD1cxLpHys1cSm. 
ATnT:JaN ZAmm 
36Ommxw3uTE9w 
cJzNxRS,Ny10920 

ATmIsmIaLSY~,~. 
ATlX:G?SUNMILLS 
7431 NW EvEFmmN PARmm 
-, OR 97X24-5898 

-,Lu: 
ATINzmYNFiLGAlmY 
595 EAST L2xmENm HARRIS HWY 
sLoQ3MB, AL 36375 

510(k) No: K993907 
d’N0 : 97&659-3176 

510(k) No: K984584 
PHCNENO: 516433-7676 

510(k) No: x992283 
PH@IEiNO: 7X-691-0202 

510(k) ND: K990997 
PEDNENO: 914-268-0101 

510(k) No: K991546 
ET-CNENO: 914-268-0101 

510(k) No: K983626 
FHXENO: 503~681-go00 

510(k) No: K993887 
FKNENO: 334-886-9337 

ALWiCRITIChL~LTD 510(k) NO: K993245 
ATH, OCNTINOUS (IYAFmAc OvrpuT I"fJNIm, IaIm3.l TRuaKM 
ATNTEDVANDERWIBDE FHCNENO: 169 874 6699 
PHOENIX- 
SIWUMCLYDEBUSINESSPAFtK 
-, 

AT.BEsTEiFamLm. 
ANDDISINBECI'IKGSOLUIXCN 
ATIN:- ImLTE 
49 PWN b5iTkEm 
NoKt'H m, MA 02760 

510(k) No: K984613 

PHONENO: 508-643-0434 

DEVICE:VIRlDIA lIQamATIoN~So~ mRM3154AoPrc22 
SE DECISION MADE: 06-DEC-1999 
510(k) SUbWRY Am FEMM EDA 

DlWICE:AIR~QJE?S'DlWIWVAC 
SE DECISION MADE: 22-MAR-1999 
510(k) SmTEWNT 

DEVICE: ARTIS?iNNQUISITIONSYSIWiFOREEGAND FOLYB 
SE DECISION MADE: 27-AUG-1999 
510(k) cmiTmEm 

D~~:AKTINAMEDIcAwKSIcSoORFoRATIcNMEcllANIcAL~~ 
SE DECISICN MADE: 22-JUN-1999 
510(k) SUMGRY AVAIL%JE FI0l FDA 

DEVICE:AKTIN?iMEDIcaLE'HYSICS CXWORATIONTILTF0ARD 
SE DECISION MADE: 3oJuG1999 
510(k) SUMARY Am FaQM FDA 

DEVICE:KINOFHFH0SEXPRESS II & KING OF I-WGTS EXWESS EZ II 
SE DECISION MADE: 05--1999 
510(k) ,XM%RY AvAIL?WJ FXM FDA 

DlWIcE:ALATECHL&TEXocNDQM 
SE DECISION MADE: 20-DE%1999 
510(k) SmTEMNr 

DEVIC!Ei:CWlXNCUS~W(xprwT~ ARrERY am, l43DEL TRUC 

SE DECISICN MADE: 28-OCT-1999 

510(k) SUMMARY AWGLX%LE FI&X FDA 

SE DECISION MADE: 04-FEB-1999 
510(k) SUMMARY AVML7BLE FliaM FDA 
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ALBEKr BRckJNE LTD. 

ATTN: (ZT'NXU J.M. IWLTE 
49 PL?iIN .5GTmin 
IWFB?dW,MAO2760 

ILIZlXGANDDISINFWI'IIG SOLWICN 

ALBEKrmamELTD. 
ATIN: CIYKEEA J.M. NOLTE 
49 PIAIN lf3!mmc 
NoIMl-, MA 02760 

ATxIERTEiRaGmLTD. 
ATIN: CYNIHIA J.M. IWLm 
49 FTAIN sLlxEm 
WF&HATULEXXXQN?iO2760 

PHCNENO: 

510(k) No: K984616 

508-643-0434 

510(k) NO: K991418 
PIlcNENO: 919-859-4207 

510(k) No: K991709 
PHDNE No : 919-859-4207 

ALax r.z?mxAmEs 
ATBJzRALF?-lHLWSEN 
6201 SCUlH FREEWAY 
FoIiT P?XIH, TX 76134-2099 

AT.mN- 
A!l.'IWR?G'HHL.WBN 
6201 SOUIH EREEWAY 
FcRr wCB!EI, TX 76134-2099 

m- 
ATI'NtRALBIHLARSEN 
6201 SOUIX = 
FmT iKRJJ.3, TX 76134-2099 

ALFA SCCiXCIFIC DESIGNS, INC. 
ATm:NAIsHu iQAt+s 
11494 !iamEmo VALLEY RD., 
SUITE F/M 
SAN DIEGO, Ca 92121 

ATJ?A SCIENTIFIC DESIGNS, INC. 
ATIN:NAIsHu WEG 
11494 -VALLEY RD., 
SUITE F/M 
SAN DIErX, CA 92121 

ALFA SCIENTIFIC DESIGNS, INC. 
ATIN:NAIsHu WAN2 
11494 tmRRENm VALTXY RD., 
SUITE F/M 
SAN DIEGO, CA 92121 

DEXICE:BR(-kJNESE0RIC!IDIN GLUINWBE!HYDEINDICA!IORFoRSFQRICIDIN~ 

SE DECISION MADE: 04-FE%1999 
510(k) SUMWRY AVAILAEB FFXX FDA 

DEVICE:E%RC%NXMVI ETHYLENEOXIDEINDICA'IOR 
SE DECISION MADE: lO-JUN-1999 
510(k) S AVAIUWX FIiaM FDA 

DEVICE:FBB@IECIDEXOPAINDICXOR 
SE DECISICN MADE: 08-CCl?-1999 
510(k) SUbNARY AVAIIAEW m FDA 

510(k) No: K984573 
PHCNENO: 817-551-4702 

510(k) NO: K984575 
PHCNENO: 817-551-4702 

510(k) ND: K990480 
IsloNE No : 817-551-4702 

D~~:OpTI-~~S~~-ACTICNCLEANINGAND~~DROP 
SE DECISICN MADE: 16-m-1999 
510(k) SUbW!RY AVAILXUB FEMM FDA 

DEVICE: MULTI-puRposE DISINFFCTING SOLVCION ID 90746 
SE DEXXSICN MADE: 14--JAN-1999 
510(k) SUMMARY Am FFuX FDA 

DEXICE:OPTI-FREXSUPRACLENSDAILYPROI'E~REWVER 
SE DECISION MADE: lo-MAY-1999 
510(k) SUMMARY AWiILWLE = FDA 

510(k) No: K984075 DFXICE:INSTANl?-VIEW pRTaabmuRINEMiD-STREAMTEST 
PHONENO: 619-350-9798 SE DEXXSICN MADE: 16-FE%1999 

510(k) .SUWARY AVAIUBLE m mA 

510(k) No: K984076 
PlXNENO: 619-350-9798 

DEVICE:INSfAN.I'-VIEW- URINETEST 
SE DECISIOEJ MADE: 16--1999 

510(k) SUNNARY AVAIL&WE m FDA 

510(k) ND: K984077 
PFDIENO: 619-350-9798 

DEVI~:INSTAIQ-VIEW- a2t"lEaTEsT 
SE DECISICN MADE: 16-FEB-1999 

510(k) SUNMARY AVAIL?BW FIMM FDA 

- 



. nl 
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AT.LEG~HEAL~oDRp. 510(k) No: K991589 
A!mN:PATRIcIA &sHARPEa ET-KXENO: 847-578-3636 
15cOwAuKEmNRD. 
MXAWPARK,IL60085 

AT.LEGIANcE~~coRp. 510(k) No: Kg91928 
S&DISSM;TORS 
ATIN:PATRICIA SHARpEa F5-ENEN: 847-578-3636 
15cOwAuKEGANRD. 
WILLIAMmBuILDING 
mxwPARK,IL6cm5 

ATiTdEG~HEAL~cDRp. 510(k) No: K991992 
ATm:El?Ia SErHI PHCNENO: 847-785-3337 
15OOWJKFGANRD.,K 
N.rAwPARK,IL6co85 

AIir.EEmHEALDa)Rl?. 510(k) No: K992171 
~LABELINGcrAIM(5oMI-oRLEss~ 

FT3CNEiNO: h47-785-3337 

m.?zAwPARK,IL60085 

AT-lLEGIANcEHEALm 
Al-m: - ROBBINS 
15OOwAtJKEGiwRD. 
ms?wPARK,IL6m85 

AILLEGIANcEmw 
ATIN: - FOBBINS 
15OOw?uKEmNRD. 
mi?wPARK,IL60085 

AT.LEGmmTHcARE 
ATIN: aciz%wN RaBINs 
15OOwA~RD. 
wxAwPARK,IL60085 

ALiLEEmmu 
ATm:ERIca SFIZII 
15OOvwKExxmRD 
FUIIDINGK 
btcawPARK,IL60085 

AIJEm3N, INC. 
ATIN:PAULJWt?ACKI 
2525 DUPCNT DR. 
mvmE, a 92612 

03RP. 

ax3P. 

03Rp. 

SDN. EHD. 

510(k) ND: K992514 
PXNENO: 847-785-3311 

510(k) No: K992951 
PECNENO: 847-785-3311 

510(k) No: K993833 
EBXENO: 847-785-3311 

510(k) I0 K983962 DEiVICE:ULTRAFPEETEXWFGDSTERILE LATExFcmER-mSuRG1mm 
PHONENO: 847-785-3337 SE DEXXSICN MADE: 08-JAN-1999 

510(k) No: K992028 
PECWNO: 714-246-6761 

DEVICFe:FLEXIBLF: vi4xumRczAMp,vERsIcN2 
SE DECISION MADE: 18-MAY-1999 
510(k) !iXJHXZ AVAIUBLE FRQM FDA 

DJ.WICE:MXXlLARLAP~PICGRhSPING~, ScIssoRs,~mmLDm 

SE DECISION MADE: 25-JUN-1999 

510(k) ,SUhMRY AVAILAEW FX.M FDA 

DEVICEi:ULXTAFREET.HICK~ L?iTExFcwDm-msuRGIcAL~ 
SE DECISION MADE: 13&1999 
510(k) SWWBY AVAIQBLE FF0l FDA 

SE DECISION MADE: 14-SE%1999 
510(k) SUMMWY AVAILXXE FfiQM 

DEVICtZ:~~ 
SE DECISION MADE: 12-AUG-1999 
510(k) SUbNARY Am FFUN 

FDA 

SuRG1mms 

FDA 

DEVICE:~SURGICXGWl'IS 
SE DECISION MADE: 22-SEF-1999 
510(k) SUMMAFZ AVGLAEZE FIUX FDA 

DEVIC?X:AIRLIFJZHEWEDVlZtV~AND~C~~ 
SE DEXXSION MADE: lO-DEC-1999 
510(k) SUbNARY AVAILNXE FFXX FDA 

510(k) SUMARY AVAILXUX Ffh3M FDA 

DlWICE:F@ZlGSHCXNMTS LlJmIcATING AND REWEXTlXDR0PS 
SE DECISION MADE: 07-ocT-1999 
510(k) SUbWiRY AWGLAEiW = FDA 
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ALTXRGYDIRECC 
ENcsSING,rnPILulGJ 
ATIN:GAVIN MCLACLAN 
88OOEXX63RD f3'EBET 
KANSAS CITY, m 64133 

wm INSTRUMENTS 
ATIN:JIM Rzms 

510(k) No: K992702 DENICZ:EVlWl?ALWFGEN~, EVWCMATI!W%ENcAsING,EVEMDuvGT 
EWASIhGEVENTBEDDINGS!tSTEM 

FKNEZNO: 816-356-5515 SE DECISICRJ MADE: OB-NOV-1999 
510(k) SUWARY AVAILMLE FROM FDA 

510(k) No: K980688 DEVICE: INTFGRITI 
FECCENO: 360-882-0202 SE DECISICN MADE: 

3112 NEXZIHAVE, SUITEC 
l7iWmmR, WA 98682 

510(k) W 

ALL~mIcaz,INc. 510(k) No: K990198 DEVICE: AMIBI 
IYrlN:JAMEs RIEDL 
7800 OX'E DE LIXSSE 
ST. mm, QUEBEC, 

PATImr?"%mmx 
us-MAR-1999 

29-JuN-1999 PHCNENO: 514 344 3030 SE DECISICN M&DE: 
510(k) SUMARY AVAILABLE: FEMM FDA 

ALI,= RUBBER PRcDucTs'SDN. =.510(k) No: K990427 DEVICE:ARS0FCNITRILE ExAMmATIoNGLovES,NcsSTERILE mEFFREE 
ATm:c!mJAHan KcmI ET-KNEW: 600 459 322355937SE DECISICN MADE: 23-APR-1999 
LOT 2716&x2720, MK 7, K?WASN 
PERINDUSIRX&NBUKITPANCHX 
NIbmGTEBAL,PUL.AuPINANG, 

- RUBBER E'KDUCl!S SDN. BHD.5lO(k) XI: K990453 
ILTIN:cxUAHaxKocN FWNENO: 600 459 32235 
LCIC 27X&2720, I-K 7, KAWASAN 
PEFUNDUSTRIANBUKITPANCHX 
NINcNGTEmTd,PUL?wPIMING, 

AT.J.,IANcE RUBBER Ft3ZJCE SIN. =.510(k) ND: Kg90485 

ATm:cmJAHmIKmN PHONENO: 600 458 32235 
PERINDUSIRIANBUKITPANCXOR 
14300 NIB13NG TEmL 
FuLwPINANG, 

ALL- RUBBER PwxlucTS SDN. BHD.5lO(k) No: K990486 

ATIN:cmAxm Kcm PHONENO: 600 459 32235 
PERINDUSTFUANBUKITPANCHOR 
14300 NIm TEBAL 
FULAUPINAIG, 

AL,L~KE RUBBER PRcDucrs SDN. BHD.SlO(k) No: Kg91981 
EOL0R 
AlIm:cmJAHlxlI mm EMCNENO: 600 459 32235 
PERINDUSI%IANBUKITPANCHOR 
14300 NIm TEBAL 
FuLAUPINAm, 

510(k) STATEmm 

DEVICiE:NITRILE ExmINATIceJGTxNEs,mERFREE,~a3LoR 
SE DECISION MADE: 09-MAR-1999 

510(k) SmmmfC 

DEVICE:NITRIIE ExmINAT1mm,NcN-SWILE, Flxmmm,mcoLI3R 

SE DECISICN MADE: 23-APR-1999 

510(k) .smmMmC 

DEVICE:NITRIlZ ExAMmATIoNGmvES,NoN-.sTmJm, mm, EmJJ3 CDmR. 

SE DECISION MADE: 23-APR-1999 

510(k) STAW 

DEVICE:NITRJXX ExAbmATIoNcxmEs,m-~ mERm,mm 

SE DECISION MADE: 05-A-1999 

510(k) ‘YmTmmW 
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AIUANCE RUBBER =WI'S SDN. BHD.510(k) NO: K992870 
OIVJ.EW:1~Mo=MORLESSOF~~TERExTRAcTABLE~I 

FTXNENO: 600 459 32235 ATm:cmJAHcKlI KCXN 
LOI! 2716&2720, MK 7, KAWASAN 
PERINDu~BuKITPANcHoR 
NlmIGTEB&PmAuPINAm, 

w1SoNMm1aL,INc. 
ATm: JUSTIN FETRRIN 
4301 i3f3uIH FEDERAL ELW., 
SUITE 116 
-, 03 80110 

ALoKAa3.. LTD. 
A!MN: PAtiD -SKI 
10FAlRFlELD BLW. 
WALLIKZORD, CT06492 

AIDKACKL, LTD. 
ATIN:CHRIS BWL 
1oFAIRFIELDBLw. 
WALLINGFORD, Cl?06492 

ATSHWED, INC. 
ATIN: FJETER SrAsE 
3989 cL!EmWZ AVE. NE 
SUITE 560 
mS, MN 55421 

ALPHATM: MEG., INC. 
AT.m:JAsoN BL?m 
42-160 S'TXI'E ST. 
PALM DESIGT, CA 92211-5148 

510(k) No: K992350 
PHONEND: 760-779-8250 

510(k) No: K990507 ALTHINBIOPHAPM,INC. 
WDER. ANDBICARHXWE BLIcuIDANDrnER 

510(k) No: K984017 DEVICE:ALLIscNMEDICALINSULINSYRlWE(AMIS) 
PkDNElIW: 303-795-1618 SE DECISICN MADE: 04-MAR-1999 

510(k) S'lXmmQ 

510(k) No: x983879 
FFXXENO: 203-269-5088 

510(k) ND: K992663 
FKNENO: 203-269-5088 

510(k) m: K990321 
FHXENO: 612-789-8200 

DEVICE:AUXAS!Xb9OODI2GNCGTICUL~SY~ 
SE DECISICN MADE: 22-MAR-1999 
510(k) SUM?GU! AVAILWLE FIXX EDA 

DEVICE:AUXASSD-5500DIAGMXTICUL~SYSTEM 
SE DECISICN MADE: 24-AU&1999 
510(k) SUMQRY AVAILABLE FIUd FDA 

DEVIC!E:AWBAMEDGWINISENSOft,sfJoRINGSENSCR 
SE DECISICN MADE: Ol-JUN-1999 

510(k) SUbWARY AvAII31BLE FIiaM EDA 

DFVICE:PYLCN INTHWED~NAILSY~ 
SE DECISION MADE: 22-SEP-1999 
510(k) SUWARY AVAILJWX FFUX FDA 

DEVICE: ACID CxXXVlWTEANDpcIwDER,A~TE BLIQUIDANDPC 

ATIN:.JE?W SAUFX% FeklENo : 450 662 2211 
3885 INDumBLw. 
WV=, m, 

ALTBINMEDIWAB 
ATTN:uLF LLlNxmm 
g ;yrs7. 15) 

I 

ALTHINMEmaLAB 
AT%?:LARS-OLoF SANDBEFG 
FRm- 15 
-, 

510(k) No: K990010 
FKNENO: 46 457 75900 

510(k) No: K992565 
PHCNEIW: 464-577-5900 

DEVICZ:WLYMER~XWDERFREELATEXEXMINATIOX GYIDVESLABELINGC 

SE DECISION MADE: 15-OZt'-1999 

510(k) ,smmmm 

SE DECISION MADE: 07-W-1999 
510(k) ,taXmmm 

DEVICEi:ALTHINMEDIC?&ABAL~GGTII 
SE DECISICN MADE: 15-APR-1999 
510(k) SUbWiRY AVAIL?GW mEcpl FDA 

DEVICE: A-18 -IAJ-YZER 
SE DECISICRJ MADE: 23-SEP-1999 
510(k) SUMtARY AVAIIXGE FXM FDA 
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ALTHINMEDImL!,INc. 
9-015 
ATTN: AMAURY SANCNEZ 
14620 N.W. 6OD-l AVE. 
MIAMI I.JAms, FL 33014-9308 

AMADASUFiGICX 
ATTN:SUSANDGOIDSTEXN-FALK 
55IvoKmEmRLw., SUITE 200 
Gmw NECK, NY 11021 

AmAMEmaLLTD. 
ATIiv:MIKE auDwELL 
I33wILLEm 
EiRIsL- 
BRIrnLBS4~, 

AMBU, INC. 
A!rmzcaNJAYPAFuKH 
611 NOKIH HMQNDS FERRY RD. 
LmCUM, MD 21090-1356 

AMBU, INC. 
A!rmtSAruAYPARIKH 
611 I'XXIH H?LbKNDsmRD. 
LINTHIm, MD 21090-1356 

AMERItXNBIOMFXDICaOXf?. 
ATIN:HENRY WELLS 
300 -AVE. 
HLIDSCN, NY 12534 

AMERICZNBIOMEDIC7i~. 
ATIN:JCHNBDUBECK 
lOOlGSIPEET,&W 
suIm5OOw 
wiLs!Am,Dc2m1 

A&lERIC%NBIOMEDICaOX?. 
ATIN:JCHNBDUE@X 
1001 G fiGTR%T, NW 
suIm5m 
~m,rx!2m1 

510(k) m: K992594 DEVICX: A-15 HEXDI?LYZER 
FTWE~NO : 46 457 75900 SE DECISICN MADE: 24-SEE-1999 

510(k) SUMMARY AVAII&XE FlMM FDA 

510(k) No: K990643 DEvICE:pS15pOLY~ JBLKWFIEERMEMBANE HEtEDIALYzER,mm23 

FWNENO: 305-823-5240 SE DECCSICN MADE: 07-DEC-1999 
510(k) SUMMARY AVAILABLE FWSM FDA 

510(k) No: K984275 DEVICX:'J%EoLDENTIP ELEcmc-.csUlxa~pIIoBF: 
PJXWENO: 203-431-1511 SE DECISICN MADE: Ol-FEB-1999 

510(k) SUMQiRY AVAILMZE Fw3M FDA 

510(k) No: K990253 D?XVICX:.SECURLINE!O~~caMERA DRAEZ,MXEL3600 
PHCNENO: 011 44 1179728888sZ DECISICN MADE: 24-SEP-1999 

510(k) STATEmm 

510(k) No: K982722 
FFDIENO: 410-636-1144 

510(k) No: K992902 
PHONENO: 410-636-1144 

510(k) NO: K984525 
ETXBENO: 800-227-1243 

510(k) m: K990818 
PECNENO: 202-434-4125 

DEVICE:AMBUMEDIBpI=ADULT,AMBUMEDIB?C~/~ 
SE DECISICN MADE: 12-APR-1999 
510(k) STATmXC 

DEiVICE:AMBUHANDpowE;RStKTIONPUMP 
SE DECISION MADE: 25-0X-1999 
510(k) SlIlATEMENT 

DEVICE: "RAPID DRUG m" 5-PANEL WITH MFISIAMPHETAMINE TEST 
SE DECISION MADE: 26-FEB-1999 
510(k) SUMMARY Am m FDA 

DEVICE: "RAPmaE" - MARIJUANA TEST 
SE DECISION MADE: 07-JULr-1999 

510(k) SUMwiRY AD FExX FDA 

510(k) No: K990820 DEVICE: "RAPIDONE" - OPmTES TEST 
P?DNENO: 202-434-4125 SE DECISION MADE: 15JuG1999 

510(k) SUb!MRY AVAILXZE M EDA 
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AMERI~BIOMEDICACXXP. 510(k) No: K990822 
ATIN:JOI-!NBDUE?ECK FKNE NO : 202-434-4125 
1001 GSJXUZT, NW 
SuITE5oow 
B,M32oool 

AMERICWBIOMEDICACQFU'. 510(k) No: K992033 
ATIN:JCHNBDUBEXX FHONENO: 202-434-4125 
l~lGSTREEZ,NW 
SuITE5Om 
bzwmzrm,lx!2m1 

ANENCiWBIOMEDICACYXF'. 510(k) No: K992452 
AlTN:JCiNBDUB.ECK PICNEiNO: 202-434-4125 
1001 G t3lREET, NW 
SuIm5Ocw 
wASHmmm,Dc2ooo1 

A?@RICWBIOMEDICao3Rp. 510(k) No: K993796 
1JmNA,0PIATES, -AND- 
Tcrml:HENRY wE3.J.s FXFEIW: 800-227-1243 
300FADWtEWAvE. 
HUDFON, NY 12534 

ANERICWDwI1Az,PFcDUCI!S,INC. 510(k) IQ K991099 
AT-m:- NICTILAE F?lSXFINo: 630-238-0275 
603-B CYXWRY CLUB DR. 
BEN-, IL 60106-1329 

AMEXUC%NDD!tl'AL TEXXKXGm, I%510(k) ND: K984486 
ATIN:JOHNG- pI-mE No : 248-395-3900 
1886OWESTTENMILEFOAD 
L5CUEFIELD, MI 48075-2657 

A?4ERIW HEALTHcaRE PRCDUCl'S (M) S510(k) No: K983614 
-1 
ATI'N:TAR?WDEVI PHCNENO: 603 323 4618 
SERm 59, TmmN KLANG JAYA 
-, 

AMERIm-m 
AlTN: ESTHER SALTZ 
320 KXMUS DRIVE 
COSTA MESA, CA 92626 

510(k) No: K990037 
EB@E No : 949-830-4235 

A?5ExicANLAsER(xRP. 
ATTN:DANE%HXFER 
2417 m 3850 WEST 
SXT LAKE CITY, UT 84120 

510(k) No: K990665 
Pf-DNENo: 801-972-1311 

DEVICE: "RAPmoNE -axasNETEST 
SE DECISION MADE: 15-1999 

510(k) SOWARY AVAIUBLE FIiQM FDA 

Dmcx:mIFIcxrxmm wvrn DRUG-' g-Pm 
SE DECISION MADE: 3O-JUN-1999 

510(k) SUlQ%RY AVAILABLE: l%X FDA 

DEVICE:RAPIDCNE-AMPHFli4MINE 
SE DECISION MADE: lS-CCT-1999 

510(k) SUWtARY AVAILZWX FXN %DA 

~mcx: RApm DR~G~~-PAWLDR~;XXEEIQXTE~~FOROYXNE,~ 

SE DECISION MADE: 21-DIX-1999 
510(k) SUbNhRY AVAILZXBLE FFXN FDA 

DEVICE:AMEXCZ+NDEiWALPWDUCI'SFZXN-DETECT 
SE DECISION MADE: lO-JUN-1999 
510(k) SUbNARY Am F&XX FDA 

DEVICE:~DENtXLRsERSYSl!EM 
ZZ DECISION WE: 13-MAY-1999 
510(k) SOWAEU! Am m FDA 

DEVICE:UNIsEAT,l+WDER-FREELATEX E.xmmATI~GLQvES(m&GREENm 

SE DECISION MADE: 04-FE&l999 
510(k) STATEMENT 

DEWICE:NEXTUNEWASFE!~SYSTEX 
SE DECISICN MADE: 24-AU&1999 
510(k) SUWARY AWULABLE FIMM FDA 

DEVICE:BQ/BM INi%RATEDLASERDEUWRYSY~ 
SE DMIISION MADE: 17-W-1999 
510(k) SUbWARY AVAILABLE FbXX FDA 

- 
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mcANLAsERoDRp. 
ATI'N:DANIEL IB?FEXt 
1832 ,tNtn'H 3850 WEST 
SALT LAKE CITY, UT 84104 

Ammc?wLAsERm1m 
ArMN:DANIEL HOEFER 
1832 SOVIH 3850 WEST 
SALTLAKE CIW, UT84104 

AMERIcmMED1cxm.,INc. 
A!rrN:MIKE mm 
9410 DESQiQ AVE., UNIT J 
cxA?mnm, CA 91311 

AMERICAN MEDIcaL tfm?JmG, INc. 
ATM:DAVID WJRREUo 
107ccJ EWEN RD., WEST 
MI-, MN 55343 

-, INC. 
ATl?J:KCYEE 
7030 35X+ AVE., N.E. 
-, f&R 98115 

-, INC. 
AlrIm K. c. YE3 
7030 351H AVE., N.E. 
-, Wi 98115 

AMERITEK, INC. 
ATE?: K.C. YEE 
7030 35YJ-I AVE., N.E. 
-, WA 98115 

AmcomIL1TY IXIL., INC. 
ATIN:DAIB CCNFER 
6693 DIXIE HIGfiWAY 
-, MI 48722 

AMIGomILrTY INTL., INC. 
A'MN:DALE OONFER 
6693 DIXIX HWY. 
-, MI 48722 

AmRAMmIcAL,INc. 
A?xN:NINA PELED 
4742 5KVllTS VALLEY DR. 
SaYITS VALTJiY, CA 95066 

510(k) ND: K990725 
FTXNEiNo: 801-972-1311 

510(k) No: K990780 
PI-ENENO: 801-972-1311 

510(k) ND: K982029 
FWCNENO: 8X-701-7171 

510(k) ND: x991314 
PHONENO: 612-9334666 

510(k) No: K984269 
FFKNENO: 206-527-5086 

510(k) No: K990681 
FflCNE No : 206-527-5086 

510(k) No: K990873 
PHONE NO : 206-527-5086 

510(k) No: I<983987 
PHOIENO: 517-777-0910 

510(k) ND: K992619 
PHCWNO: 517-777-0910 

510(k) No: I<991075 
EWBENO: 831440-5448 

DEVICE: NUVOLASE 532 LASERSYSTEM 
SE DECISION WE: 22-M?&1999 
510(k) SUbWRY AVAIURIE FaoM FDA 

DEXIC.X:NUWX&B 532 -sLASERSYm 
SE DECISICN MADE: 22-M?%1999 
510(k) SUMMARY AVAILAEm m FDA 

DEVICE:SHARPS~~ON (xXTWND - SAF-T-SHE% 
SE DECISICN MADE: 06-APR-1999 
510(k) .WWSRY AVAIL?WB FRZH FDA 

DEVICE:~P 
SE DEXXSICN MADE: 29-JUN-1999 
510(k) .SUbWBY AVAILXXE FfMM FDA 

DEXXE:DE3ESTWCULTEUXDTESTKIT 
SE DECISICN MADE: ll-MAY-1999 
510(k) V 

DEX'ICE:DEiSFZMULTIDRUGSCREENlESTKIT 
SE DECISION MADE: 15-JTJL-1999 
510(k) tZJI?iW 

DEXICX:D~UlUNARY TRACT rNFxmONTEsTKITmHaME-USE 
SE DECISION MADE: Ol-SEE'-1999 
510(k) .!ZXmmw 

DEYICZ:AMIGOMXXL59oooO 
SE DECISICXJ MADE: 08-JON-1999 
510(k) tXmTWmC 

DEVICE: AMIGoMXX% 68OOW (AMIGoEXCITE F 350) 
SE DECISICN MADE: 25-OCl!-1999 
510(k) S!mTmmr 

DJWICX:ATIASTGLUCXXZUXI!RfX SOU?TIoN 
SE DEXXSICN MADE: lO-MAY-1999 
510(k) SOWlARY AVAZARLE FRaM FDA 
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AMF'LIFON S.P.A. 
~DANIELKAl?&f 
P.O. Box 7007 
DEERFIELD,~60015 

AMPLIW S.P.A. 
ATIN:DANI&m 
P.O. mx 7007 
DEERFIELD,IL60015 

510(k) IW: K9837l2 
PHCNE No : 847-374-1727 

510(k) No: K983915 
F'i!m@ NO : 847-374-1727 

AME'LIFM\T S.P.A. 
ATTN:DANlXGK?+?.i 
P.O. Box 7007 
DEEFWELD, IL 60015 

510(k) No: K992370 
PHCNE No : 847-374-1727 

AME'RI RXEWGWQE INDUSITUES SDN BH5lO(k) NO: K990677 
ATIN:LIKIM PHNG lTiCNENi): 603 807 3778 
IDT B5 & B6, F'H?SE II, 
KAWJSANPERINDUSTRIANMIEL 
En!mwKALI,sELANooR, 

ZQ4PP.I RUBBEEWW INDUSTRIES SDN B%lO(k) No: K990812 
M(OXCAINS50MI~oR~ OFTWTALWIEREXT!RAC.rA 
ATm:PAacuxxv mm PHCBEIW: 603 807 3778 
ml? B5 & B6, PHRSE II, 
KAlrsLsANPERINDusrRxANMIEL 
-K=L-, 

AtfmcMED1caL,m. 
ATImrrlmmLLLFRIEDRI~ 
9119 METRIC BLVD. 
AUSTIN, TX 78758 

510(k) No: K9903l2 
FKNENO: 800-221-5293 

ANAT-GICcmP. 
A!rnJ:m CLARKFI 
8 B DR. 
PEABODY, MA 01960 

510(k) No: K983395 
PI-KM3 No : 978-977-3cxlo 

ANALcG1cazxv. 
ATrN:GARJ.m VzmGENNEP 
8 -IAL DR. 
PEAHODY, MA 01960 

510(k) No: K991626 
lFFlCNEN0: 978-977-3ooo 

ANDmsTEMs SRL 
ATIN:b!ARIAEIXXWA 
I!IATs LJEGI, 12 
m, 

510(k) No: K991680 
FTDENO: 390 657 82665 

DEVICE:AMPIAIDA3llsERIEs 
SE DECLSICN MADE: 12-JAN-1999 
510(k) EU-NAFU AVAIIHXE FEXX FDA 

DE?JICE:AMPLAIDA315ANDA319 
SE DECISIOET MADE: 29-JAN-1999 
510(k) SUMb%RY AVAILWG FFXX FDA 

DEVICE: AMPLAID A724 AND A728 
SE DECISION MADE: 20-SW-1999 
510(k) SUMWiRY AVAILABLE: FTI131M FDA 

DEVICE:-~GLOVES 
SE DECISION MADE: Ol-NW-1999 

510(k) STATEMENT 

DEVICE:FCWDER-FF@ELAmx EmMINxeIcNcxmEwImPIccn!EINLABELm~ 

SE DEZISI(3N MADE: W-1999 

510(k) Smnmm' 

DEVICE:AVIAPAINMEDICZC!TICXVDEL~SYsTEM 
SE DECISION MADE: 22-APR-1999 
510(k) ST?mmmm 

DEVICE:FEAXARD3OOOFETALt%XI?DR 
SE DECISICH MADE: 12-AUG-1999 
510(k) SUW%RY AVAILH&E FTC&l FDA 

DEVICZ:WBR?iDCXWUTEDRADI~~TYAS~~I~ 
SE DECISION MADE: 02JuL1999 
510(k) .s!Wmmm 

DEVI0E:~FTmJEC-I' 
SE DJZCISICN MADE: 03-JUN-1999 
510(k) SWbiARY AVJIL?mE FR.X FDA 
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ANGIoDyNFMIcs, INC. 
AmN:EQuAN KuNa 
603QJEENSEUI&'AV!J. 
QJEENSEURY,NY12804 

AmrmYNAMIcs, Ix!. 

%:TERI JUCKEIT 
603QE5SURY AVE. 
QUEENSBURY, NY 12804 

ANG1mmcs, INC. 
ATTN:TEX?I JtJCmIT 
603QlElDJSBURY AVE. 
QUEENSBUEIY, NY12804 

ANGroLQz, INC. 
m: JOHN PwTMAcoRe 
INDumPm 
BE2XLWS FAILS, VT 05101-0556 

IJJEELLPERRYINC.. 
Y USE) 
ATITtzJAblFSR~ 
1875 HARSH AVENUE, S.E. 
MASS=, CH 44646-7199 

ANSELLPERRYINC. 
w USE) 
ATlNzJAMESR~ 
1875 HARSH AVENUE, S.E. 
MASS=, OH 44646-7199 

ANSELLPERRYINC. 
lxxr1mm 
A!??INzJAMESR~ 
1875 HARSH AVENUE, S.E. 
MAssILLoN, OH 44646-7199 

msELLPERRYIsx3. 
ow 
ATI'N:JAMETR~ 
1875 HARSH AVENUE, S.E. 
MASS=, 03 44646-7199 

ANSELLPERRYINC. 
FioTExNLABELw 
m:JAMESRCW1ZTEfM3N 
1875 HARSH AVFQ'JUE, S.E. 
MASS-, OH 44646-7199 

510(k) No: K982346 
PEKNENQ: 518-798-1215 

510(k) px): Kg91540 

PKNENO: 518-798-1215 

510(k) ND: Kg91793 
F%DNENO: 518-798-1215 

510(k) No: K992447 
PEON3 ND : 802-463-9976 

510(k) ND: K984558 

FTDE No : 330-833-2811 

510(k) No: K984559 

PHONE No : 330-833-2811 

510(k) No: K992156 

FWNENO: 330-833-2811 

510(k) No: K992768 

FFXXENO: 330-833-2811 

510(k) No: K992953 

PI-IQNENO: 330-833-2811 

DEVICZ: ANGIODYN?,MICSANGICXrEm BILIARYs!ZENl'SYS!t'EM 
SE DFXISION MADE: 29dYN-1999 
510(k) S!rAw 

DEVICE:wXUQmSEE:Sm~ AtG10PLASTYBps;LooN~ 

SE DECISION MADE: 2%SEP-1999 
510(k) STATEMENT 

DEZICE:AI'GICmN?NIcS E!ALLCNEXPANDABLEBILIARYS'IENTSYSTE3M 
SE DECISION MADE: 25-JUN-1999 
510(k) c%mnmm' 

DEVICE: 50 W METAL HALIDE ILuIMIM1ToR, VES 0501. 
SE DECISION MADE: 20+-X-1999 
510(k) s?wmmm 

DEVICE:DERMAPRENEIXNDER-m .sYmHETICsuRGIc4L~(~ 

SE DECISION MADE: 26-FEE%1999 
510(k) SUMfARY AVAIUMX FiXN FDA 

DEVICE: ELI'IEEXYdXE&~poLMTRFMANE t!iYwamIcsuRGIm~(cHFM 

SE DECISION MADE: 26-FEE&1999 
510(k) .sUbMRY AVAILABLE FfioM FDA 

DJZVICE:S!fNSATICNSIT?XUX FmmRFwE,mLyvLNn CHLQRIDEMEDICXEXAN 

SE DFXJSIoN MADE: 27-@Zi'-1999 
510(k) SUMRRY AVAILMLE = FDA 

DEVICE:NITRA-'RXJCH- FcmDER-~NITRILEMEDIcAL~IcNa 

SE DECISION MADE: 13-CXT-1999 
510(k) SU@lARY AVAIiXZE FTUX FDA 

SE DECISION MADE: 2%X%1999 
510(k) SUMM?Ca AVAILAPU FRCN FDA 
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ANSELL, INC. 
ATIN: Lm MclIs?AsN 
15coINDU~RD. 
lxftVAN, AL 36303 

ANSELL, INC. 
A!rm:Lm M(InmIN 
1500 INDumm 
co?HAN, AL 36302 

APL PRCDUCl!S SDN. BHD. 
ATIN:scNHcxK LEE 
LDl' 8961 & 8964, BAm 19 
J7%IANE?Rw 
--, 

APL Pi?CDm SDN. BIB. 
A!rm:scNm LEE 
LOT 8961 & 8964, BxiW 19 
JAIANBRUPS 
-=, 

AFCGEE, INC. 
A!C'JNzBREtNl'DF0BLIbG 
7517-101 PRECISICN DR. 
RATZIGH, NC 27613 

APPLIEDBIUfXH,II'X!. 
A!cTN:JAt4Es 'IUNG 
10237 FLANDERS CT. 
SANDIECQCa92l.21 

AWLIEDBIOlECH,INC. 
ATIN:IJAt4Es 7mJG 
10237 FLANDERS cr. 
SAN DIEGO, Ca 92121 

APPLIEDBIUJ!ECX,INC. 
A!rm:JAMEs TTJNG 
10237 FLANDEF?S CT. 
SAN DIEGQ CA 92121 

APPLIEDBICJTM,ti. 
ATIN:RM;ER KOITER 
20237 FLANDERS CT. 
SAN DIEGO, Ui 92121 

510(k) I0 K983518 
PHCNENO: 334-794-4231 

510(k) plR3: K984392 
FTXNE NO : 334-794-4231 

DlWICE:LIFEmLEsXTRApLEAsuRe 
SE DECISICt'J MADE: 06-J.&1999 
510(k) SUMMARY AVAIJXXE FE04 FDA 

DEVICE:ANSEUCoNlXNS 
SE DECISICN MADE: 21-J&!,-1999 
510(k) SCIMARY AVAIUBLE FwlM FDA 

510(k) No: K990879 
FFKXENO: 605 672 3152 

DEVICE:PREFCViDERFDLATEX ExAMlmT1m(;uxIEs 
SE DECISICN MADE: 1'7~MAY-1999 

510(k) STATEplENT 

510(k) No: K990901 DEVICX:FWDERFREELXlEX ExzwmTI~(;LIx7Es 
Pi-KNENO: 605 672 3152 SE DECISION MADE: 04-MAY-1999 

510(k) STA'E%4EtW 

510(k) No: K992137 
PHJNE IV3 : 919-5964761 

DEVICE:DROLCGI~~ 
SE DECISICN MADE: 03-SEP-1999 
510(k) STATmmr 

510(k) M3: K984393 
PEloNENO: 619-587-6771 

510(k) m: K990616 
FFENENO: 619-587-6771 

510(k) No: K990892 
PHCtJENo: 619-587-6771 

510(k) No: K991816 
PIXBENO: 619-587-6771 

DEVICE:APPLlEDBI0I'ECH SURESTEP H.PYUXI 
SE DECISICN MADE: 09-FE%1999 
510(k) STATEMENT 

DEVICE:AP?XtEDBIcYI'ECH~ DRUG f.XREEN MULTI TEST 
SE DECISICN MADE: 04--MAY-1999 
510(k) Smmmtr 

DEVICE:APPLIEDBICJIEC%I SURESIWH.PYLfXIWB 
SE DECISICN MADE: 19-&f&Y-1999 
510(k) SATmmr 

DEiVICX:APPLIFDBI~~ 
SE DECISICN MADE: 28-mL-1999 

DRUG SCREEN MULTI TEST (2) 

510(k) smiwmmr 
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APF‘LIEDBIOI'EULINC. 
A!Jmv:RGER KrYilm 
10237 FLANDERS C-r. 
SAN DIMX), CA 92121 

AFvJEDMEmc?c~ 
m:-vm 
26051MfZRITCIRCLE, #104 
IAGUNA HILLS, CA 92653 

APFLIEDMEmcAL~ 
m:mvm 
26iI51MEiRITCIRCL& #104 
LPGUNA HILIS, CA 92653 

AFPLIEDMmIc7&FtEmmQs 
A!rm:ANIL BHALANI 
26051MEFtITCIRCLE, #104 
LAGmA KILLS, Ca 92653 

APPLIEDMEmczLRl?muxm 
ATIN1:ANn.J F?IwANI 
26051MEFuTCIRcu$ #104 
L?GUNA HILLS, CA 92653 

AFmlIEDMEDIcat~ 
ATIN:ANIL - 
26051MERITcIw=LE, #XX 
LXUNA HESS, Ca 92653 

AEmIEDmIcat~ 
A!rrN:ANIL BMULANI 
26051MERITCIRCXE, #104 
Lp6;uMI I-ELLS, CA 92653 

APPLIEDMEtDIcTLL~ 
ATIN:ANIL Bl=mANI 
26051MEiRITC~, #104 
- HZT.S, Ca 92653 

ARCDMEDICLTD. 
ATm: - FRIumaN 
117 AHuz?lH ST. 
RA'AImm?L, 

ARGENXMIWXRNATICNALIJX 
ATlN:A.BAW FLICK 
PO EKE 429 
IAKEKNT, GA 30552 

510(k) No: K992187 
FT32NEii-D: 619-587-6771 

510(k) No: K983154 
PHONENO: 949-582-6120 

510(k) No: K98374-4 
PHONENO: 949-582-6120 

510(k) No: K990775 
FWNENO: 949-582-6120 

510(k) No: K991219 
FJHONENO: 949-582-6120 

510(k) No: K992852 
FT-KNFi No : 949-582-6120 

510(k) No: K993135 
F'HXE No : 949-582-6120 

510(k) ND: x993650 
PHCNENO: 949-582-6243 

510(k) W: K984101 
PHCCE NO : 972 771 8130 

510(k) No: K984204 
PHCNE No : 706-782-6700 

DEVICE:APPLIEDBIUIEC%I - Ha/al3533 (II) w TEST 
SE DECISICN MADE: 04-AUG-1999 
510(k) STATRmw 

DEVICE!:CYSTICDw;T B&T.XNDIIATI%CXWETER 
SE DECISION MADE: 05-MAY-1999 
510(k) SUWAFtY A- FlXN FDA 

DEYICZ:Mcas(MMIuLARC%IPAPPLIEFtsYST!EN) 
SE DECISION MADE: 21-JAN-1999 
510(k) W Am FFUX FDA 

DEVICE:UR& 
SE DRISXX&WE: 

ACCESSSHEXIHSEZ 
21-AE'R-1999 

510(k) SUWARY AVAILABLE: FRaM FDA 

DEXICEt:GFLEXUFWXP&STFNl% 
SE DEXXSION MADE: 21-JUN-1999 
510(k) SWWAFU! AWULABLE FRX FDA 

DEVICE:SUIURE~ 
SE DECISICN MADE: 22-NOW1999 
510(k) SW@MW AVALLAKLE: FF0f EDA 

DEVICE:mPLWm&ECLIPJXRGENERAz,SUmEF&r 
SE DECISION MADE: Ol-DE%1999 
510(k) SLIMARY AVAILARU FRZN FDA 

DEVICE:DREZWW,ACXESSs5BERIHsET-NEw~ELS 
SE DECISION MADE: 28-DE&1999 
510(k) ,5WMARY AD FEMM FDA 

DE?JICX:FLEXIEtLADE 
SE DECISICN MADE: 03-SEZ-1999 
510(k) .%&NARY AVAIUWmE FRX FDA 

DEVICRSILVEXUNDIRECC ~WXJNDCUXURXSIRIP 
SE DECISICXJ MADE: 22-FEE1999 
510(k) SUHAFXY AVAILABU FRX FDA 
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ARXNIUMINlXBNATI~Lu: 
ATI%:A.BAFQ FLICK 
PO mx 429 
IJZEMXK, GA 30552 

ARXftUM~I0NALLT.C 
ATI'N:A.BAFQ !?LICK 
Fw EDX 429 
L?EGDiQ, GA 30552 

Al3cmmMm1oNALm 
A!ll%:A. BART FLICK 
PO Box 429 
I.WBKXW, GA 30552 

ARGEN?uMmmcNALLLc 
A'MN:A.BAFQ FLICK 
m Box 429 
llAKNNC, GA 30552 

ARzcmD, INC. 
ATIN:RICHW.DBKLEIN 
38coGAllzwx~ElLvD 
MIRRISVILLE, NC 27560 

ARISmL+mmmINDuSTRIAL,Lm. 
AIM (50 Ma3 CR LJZSS) 
A!eInJzLmzmmtTA 
128JALANKYAIHh%CMtm2w4m 
MANSYUR 
--, 

ARRAY MEDIaL, INC. 
ATrN:DAvlD - 
oNEJTRRvmDwAY,suITE5 
HILLS- CAMpts 
-, IQ.7 08876 

Am# INrL., INC. 
ATIN:TXMASDNICKEL 
24coEQimmLmRD. 
READING, PA19605 

510(k) ND: K984205 
P No : 706-782-6700 

510(k) No; K984207 
PECENO: 706-782-6700 

510(k) No: K984208 
Ft3CNEND: 706-782-6700 

510(k) m: K.984210 
PHONENO: 706-782-6700 

510(k) No: I<991847 
PmNENo: 919469-2340 

P-510(k) NO: K991686 

DEVICE:SILVERUNADHESIVESTFUP 
SE DEXXSICN MADE: 22-FEB-1999 
510(k) SUMMARY A- Fw3M FDA 

DEVICESIL~D~ PRESSU%WUNDDRESSING 
SE DECISION MADE: 22-FEB-1999 
510(k) SUMMARY AD FEXX FDA 

DEVICE:SILVERUXISUNDDRJZSSIIG,SILVERImISLWDPAD 
SE DECISION MADE: 22-??EB-1999 
510(k) SUM!GRf AVAIIABW FRiN FDA 

DEVICE: SILbXRLm~PA~Sl'RIF'S 
SE DECISICN MADE: 24-SEP-1999 
510(k) SUMMY AVAILABU FFUX FDA 

DEVICE:%ZFWXUXSYSTEH 
SE DEXXSIOX MADE: 26-AUG-1999 
510(k) iXRW+RY AVAIL%LE J!RX FDA 

PFCCENO: 622 166 20201/195SE DECISICN MADE: ll-JUN-1999 

510(k) ZXRnNWC 

510(k) No: K993283 
FKN3KO: 49 89 38091289 

DEVICE: OSCN?NET/CD,MXELMl.82 600. O/A/B/C 
SE DECISION MADE: 29-DEC-1999 
510(k) .SUMmRY AVAILABLF: FRaM FDA 

510(k) IQ K990398 DEVICE:- 
FKNENO: 908-707-8872 SE DECISION MADE: Ol-DEC-1999 

510(k) SUMARY AVAILABU m FDA 

510(k) No: K984022 DEVICE: FEDIATRICTV&LUMrtXHEbmIF;LYSIS cRTBERIZATICbJKIT 
FKNENO: 610-378-0131 SE DECISICN MADE: 18-MAY-1999 

510(k) .%MbmRY AVM.LNXZ FRZM FDA 
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510(k) No: K990829 
- KIT WITH ll?TEQDUCER -\.F'I!-65 

PHCNENO: 610-47ii-3137 
24OOBEmvILmRD. 
REAXI'G, PA19605 

ARR37 INrL., INC. 
ATIN:'lHXGDNICa(EL 
24coE!&zmmmRD. 
FBADIIw=, PA19605 

510(k) NO: K991431 
PHCNENO: 610-478-3137 

AWERUG LL4SXUR EIS- MASSSlO(k) No: K984482 
ATm:ImRmJ~ FFICNEm: 978-667-2511 
129 azNaxD m?m 
BILWRICZ, MA 01821 

. ARTERIAL VASCXTLAR =INEERING, IX5lO(k) No: K983927 
ATlNzDEE0RABLBEWINXN FFKNENO: 978-667-2511 
129 cm?cmD RD., 

'BLDG.#1,2&4 
BIILEXUCA, MA 01831 

ARmRIALvi%scmmENGINEERING, 
ATTN:DEBZX?AHLHERRINGIoN 

INC5lO(k) No: K984627 
PHONE NO : 978-671-3361 

I.29 OoNoMu) FKAD 
BILLERICA, MA 01821 

ARTHREX, INC. 
All%:SWITMDURIXXER 
2885SOUlH - DR. 
NAPLES, FL 34104 

510(k) No: K983577 
PHONENO: 941-643-5553 

-, INC. 510(k) No: I883843 
B 
ATIN:S0XTMDURiXCHZF! FJInJ!z No : 941-643-5553 
2885,5CiuIR HoRsEsHoE DR. 
NAPLFS, FL 34104 

AFcmREx, XNC. 
XITN:vERNcNC~ 
2885 SOIITH I3ZWZEE DR. 
NAPLES, FL 34104 

510(k) No: K990361 
PHONE No : 941-643-5553 

-cDRp. 510(k) No: I@92581 
1) SPINE mms. cx?nmmDs. rmxwmNDs 
ti: BRLKE bFtumF0 - lTKNE No : 408-736-0224 
595NCXZIHPAsroRIAAVE. 
m, Ca 94086 

DEVICE:ARRfX-TREmmIA -S THFMMHOLYTIC DEVICE OR "F?fD", HZ 

SE DECISICN MADE: 04-MW-1999 
510(k) SUbNARY AVAILABLE FFuX FDA 

DEVICE: 14 FR. BEXODIALYSIS ?lW-J-,UMEN CNH?XWUZATIcNKIT 
SE DECISI(N MADE: 26--MAY-1999 
510(k) sXJIWW AVAILWIE IW%t FDA 

DEVlCE:AWCXrlGUIDII'GCATfZIW 
SE DEtZISIoN MADE: 3-1999 
510(k) SUMtGRY AVAILABU F?md FDA 

DEVICE: GTl FLOPPY, GTlHI-PERFLEX, GTl LIBITSUPFGU 
SE DECISION MADE: ll-MAR-1999 

510(k) SUMtQRY AVAILABLF: FiGf EDA 

DEVICX:AVE4FSITEsEERCARDIrNAXWWt~I~C~ 
SE DECISION MADE: 27-JUL-1999 
510(k) SUMWRY AVAIUBLE l%xX FDA 

DEVICZ:AEUWEXMENISCALDARTSYSJ!EM 
SE DECISICN MADE: 13-A-1999 
510(k) .?LlMMY AVAIUIBLF: FXN FDA 

DEVICE: BIG-BUITCW 6.5MM, BIO-BUMW 8&N, lvIcDEL #'S AR-2236B & AR-2238 

SE DEXXSICXV MADE: 12-MAR-1999 
510(k) SUMMARY AVAIUBIE FHX FDA 

DEVICE: HENXD BIG- - ?,axi!L #AR-192lBu 
SE DECISION MADE: 14-APR-1999 
510(k) .5UNQFZ AVAILABLE FlXX FDA 

DEVICE:~cNWXJXR, ARTlmmw~,~TcH.PCXlJEROCWD 

SE DECISION MADE: 09-D-1999 
510(k) SUW7QY AVAILABU FEMM FDA 
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mm. 
H, pcxIJERcoRD, 

510(k) ND: K992972 
~~wAND,mELsH2coo 

ATIN:BEI'IYMJOHNSCN PHCNE NO : 408-736-0224 
595 WPASTQUAAVE. 
SUNNYVALE, Ca 94086 

ASAHI MED1cm03., LTD. 510(k) IQ Kg83720 
LS AM-BIO-5O,AM-BIO-65, AM-BIO-75, AND AM-BIO-100, AM-BIG- 
ATI%:DAVIDLhEST PHONENO: 301-548-0504 
15825 SHADY GF#VE DAD, 
SUITE 90 
FXXKVILLE,MD20850 

ASAHI MEDIcTu;ax, LTD. 
ATlX:DAVIDLhEST 
15825 SHADY GRcxiE fMbD, 
SUITE 90 
IXXZKVIU, MD 20850 

510(k) m: K991512 
P.IYIcm I+3 : 301-548-0504 

ASOCXXP. 
ATTN:JC%N RDBJZNDALL 
300bsAmsYA~BLw. 
-, FL 34240 

510(k) IQ: K983368 
PHCliEIW: 941-379-0300 

ASpMJTvIsIoNc!ARE,Lm. 510(k) ND: K982997 
AlLYWEAR(CZEARANDTlINI!EDWITHWBIM1IKER~ 
A.TIN:MARrtismPF FI-KNENOI 732-303-1205 
9ow!ast4hlNsTREET 
FREWOm, NJ 07728 

ASTORIA-PACIFIC,INC. 
ATIN:RAYMZNDLPAVITl' 
14600 S.E. 82ND DR. 
CLAKAMAS, OR 97015 

510(k) No: K990957 
PHONENO: 503-657-3010 

A+sImTEcH, INC. 
ATIN:- LIDsuG 
430 BEDm ST. 
LJZXMXW, MA 02173 

510(k) No: x990304 
FJHONENO: 781-861-7707 

AsrriATEcI-I, INC. 

ATI!N:NIKLRs LllxKos 
430 BEDFtxD l5TmEEc 
SUITE loo 
I.EXIIGm, MA 02420 

510(k) No: K991053 

Pi-KNENO: 781-861-7707 

SE DE)cISICN MADE: 24--SEP-1999 
510(k) SUb%NtY AVAILABU FEMM FDA 

DEvI~:AsAHIAM-BIOSERlESD~YZERS(WGT~~)&(D~~~),~E 

SE DEclSICN MADE: 17-M?iY-1999 

510(k) SUbNiRY AVAIVBLE FTMM FDA 

DEVICE: ASAHIAM-R-SEFUESDIALYZERS (~IFIED),~ELAM-NR-X 
SE DECISICN MADE: 29JuG1999 

510(k) s+XNQRY AVAILABm FXN FDA 

DEVICE:CAREBAM)ANTIBA~ BAND- 
SE DECISICN MADE: 17-J%B-1999 
510(k) .TXtmmm 

SE DECISICN MADE: 20-J&N-1999 
510(k) SUbNARY AVAIUBLE FIicpl FDA 

DEVICE: ASXXUA-PACIFICS~ 
SE DECISION MADE: ll-MAY-1999 

GGPDKIT 5OHFt,b%XZiL 80-3000-13K 

510(k) SXN?QRY A!GUABUZ EXN FDA 

DEVICE: ~IFI~ZTICNTOASTRATECH IMPLANT-DENZGSYSTEM 
SE DECISION MADE: lEi-JUL.-1999 
510(k) SD&NARY AVAILXXE FTm FDA 

D!i!VICE:ASTFATHXlZGUIVS -DEt'TI%LSYSX%zN5dFIXTURES(MI~) 

SE DECISION MADE: 25-JUN-1999 

510(k) SUMMARY AVAILAEm FROM FDA 
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A!tTAmIS ccmcmNTs, INC. 
m: AND- ZIEGLER 
270 'IHCRD STREET 
CNBRIXE, MA 02142-1112 

ATRIUM I~~E?L OMIP. 
~~D;~DEPAoIQ 

BUDSCN, NH 03051 

ATRnlMMEmmcmP. 
ATlN:JOE DEPAfXQ 
5 - DR. 
mm, NH 03051 

AmIuMMEmcaLax?. 
ATiN:f(AREN HALL 
5 -DR. 
HUDSON, NH 03051 

ATRIUM MEDICAL CORP. 
ATI'N:KAREN HALL 
5 -DR. 
HUDSON, NH 03051 

ATRIuMMEDIcxaxP. 
ATM:JOSE~H~DEPAOLCI 
5 WEWIWXW DR. 
HUDSX, NH 03051 

A!rRIuMMEDIcaLa3Rp. 
ATnI:KAREN H?xL 
5 - DR. 
EIUDSCN, NK 03051 

ATRIuMMEDIchLaBP. 
ATIN:I-TxREN BALLI 
5 wENlhx)TIIH DR. 
HUDSON, NH 03051 

A- IN-ION, INC. 
ATlN:LINDAVIQSAW 
156OOIa?m7&mST. 
SXM'SDAW, AZ 85260-1735 

AWWAORTIKIPAEDICS,INC. 
ATTN:LCUISFiMFtXXT 
9369 CW.FDLL PARK RD.; SUITE A 
SAN DIEOO, CT-i 92121 

510(k) No: Kg81858 
PHONE MO i 617-661-9799 

510(k) No: K984496 
ETYCNEND: 603-880-1433 

510(k) No: Kg91813 
PIXBENO: 603-880-1433 

510(k) No: K992441 
PItDEW: 603-880-1433 

510(k) No: Kg92443 
FBCNEIKI: 603-880-1433 

510(k) No: K992776 
FFDNE No : 603-880-1433 

510(k) NJ: K992958 
PHCNtZNO: 603-880-1433 

510(k) No: K992960 
FI-KXENO: 603-880-1433 

510(k) No: K992431 
PHONENO : 480-998-8422 

510(k) No: K990596 
EHBENO: 619-452-8580 

DEVICE:AT!iX?TISAEUIWNTAND~IS~~ 
SE DFXISICN MADE: 22--MAR-1999 
510(k) SIWW.Y AWCLAEXE m FDA 

DEVICX:XRIUMMEDICXcoRpoRATIcN FXpRFSScHEsTDm 
SE DaSIcN WE: 05-MAY-1999 
510(k) !X@GB~T 

DEVICE:UNI-GRAFTKWvAs(xTLARGRAFT 
SE DECISICN MADE: OlJuN-1999 
510(k) SUbWiRY AVAIUUB FFXX FDA 

DE%JICE:ADVAmAGRAFT 
SE DECISICN MADE: 20-AU&1999 
510(k) .s+mmm~ 

DEXICE:ADVANTXGRAFI' 
SE DECISICN MADE: 20-At%&1999 
510(k) .‘mfmmm 

DE'VICE:UNI-GPAETK DV PXtCH 
SE DECISICN M&DE: 16-W-1999 
510(k) m 

DEVICE:ADWW.?AWiET(G%Y) 
SE DEXXSICN MADE: Ol-CCl'-1999 
510(k) .Tmmmn 

DEVICE:ADVANAGRAFT(%MM) 
SE DECISION MADE: OlX?CI'-1999 
510(k) SmUm@m 

DEVIC?Z:NM)-2METER 
SE DECISICB MADE: 13-ocT-1999 
510(k) .s'mmmm 

DEVICE:DIS!IBLRADIUSFRACXJREFIXATICNPLZQES!CXEN 
SE DECISION MADE: 29-APR-1999 
510(k) SWHAFU AWILAE%E FIX% FDA 
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AVANT POLARLIPIDS, INC. 510(k) No: K992124 
~AMPULES,A~IFOLARLIPIDSEWLKBDRLAWIGEN,AVAW 
ATIN:- SHAW FKNE No : 205-663-2494 
700 INDUSTRIALPARKDR. 
ALSIBRSTER, AL 35007-9105 

AVL SCIENTIFIC C0RP. 
A!lTw:RANDY BYRD 
33MAIaEum 
Ftflm%L, GA30077 

510(k) No: K990092 
PKNE!XO: 707-587-4040 

AVL SC!IENCIFIC CORP. 
Am:RANDY BYRD 
235 HENBREE PARK DR. 
R-XWEtL, GA30076 

510(k) NO: K993837 
IT?OSEN3: 770-576-5w 

AVCCJ!TMEZDI~,INC. 
ATm:JUDI?H Emm 
lOOGREN?cy1KsBLVD. 
SAN JQSE, CA 95119 

510(k) No: K991286 
F'KNE ND : 4-574-6615 

AVXZT POLYMER TEXZN)I.cGIES, INC. 510(k) No: K981353 
AlMW:MARY CWELLJ--= PHONE No : 205-533-4201 
2305 SPRING BRANCl3 RD. 
m, AT.8 35801 

AXIS 
A!l?INzRONAWGLExZWFDI 
K3 BOX 262069 
SAN DIEGO, CA 92196 

AXISBIaHEMICALS, ASA 
m-G-1 
PO EOX 262069 
SAN DIEKQ CA 92196 

Axca INSTR- lx!. 
ATm:ANDREwLBTxr2 
1101 CHESS DR. 
FCE'JXR CITY, CA 94404-1102 

AXYAMEDIcnL,INC. 
ATIN:HCMARDLSCHWQER 
1oOaJbMlxs~ 
suITE444c 
EtEmFuY, MA 01915 

510(k) No: K992502 
PHCW No : 619-586-0751 

510(k) No: K992274 
EWONENO: 619-586-0751 

510(k) No: K990683 
PHONFINO: 650-571-9400 

510(k) No: K992405 
PHONE No : 609-924-9510 

DEvT~:AxyAMEDI~INc,BoNEANcH3R~~AM)KIT-(BAK) 
SE DECISION MADE: 22-SEP-1999 

DEVICE: AVANT1 poulR~PIDSvDRLAfrpTI~sLIDETEsTKIT~~1OXO.5 

SE DECISICN MADE: 20-SEP-1999 
510(k) SUMMARY AVAILABLE FIiQM FDA 

DEVICE:AVL~~ULARANALYZER 
SE DEZISION MADE: 29-JM-1999 
510(k) SUMMARY AVAILABm FEiaM EDA 

DEVICE:AVGOPTICFZTICZCWEANALYZEx 
SEDECISICNM7QE: 16-DE&1999 
510(k) SUNMY A- m FDA 

DEVICE:AVXZTACUSURESYST!EN 
SE DEiCISICN MADE: 18-W-1999 
510(k) SUbNaRY A- FRiN FDA 

DEVICE:AVXEZ 
SE DEZISICN MADE: Ol-JUN-1999 
510(k) .SUMW?Y ATrmLABLe FRCIM FDA 

DEVICZ:AXIS%ClYTTURBIDIMEIRICIMWaS@x 
SE DEtZtSION MADE: 21-D-1999 
510(k) ,.WMhRY AVAILABW FWH FDA 

DEVIC'E:::IFICWICN~IMXHZNKZfSI'E~ 
SE DECISION MADE: Om-1999 
510(k) SUbWiRY AVAZABLE FR(aM EDA 

DEVICE: AXcNMP-1 MImWITIoNER 
SE DECISION MADE: 03-W-1999 
510(k) = AvAILABLe FWSM FDA 

510(k) SWWRY A= FFMM FDA 
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AZD-SES 
ATm:NABIL AZ0 
6114 MXU'H .%c!R?Mmm 
CHTcpdx), IL 60659 

B&KMEDICALA/S 
A!rm: VILLY Bl?mNDER 
sANMoFTEN9 
-F% 

B.BRAUNMEDICX,lN!. 
A!rm:MARKsATs~ 
824 'llXUTH AVE. 
-, PA 18018 

B.BRAtJNMEDIW,IW 
ATm:M?lRKsALs~ 
824 12n-I AVE. 
-, PA 18018 

B.BRAUNMEDICAL,INC. 
AT'IWGAFZAGULYAS 
1601 WALLhCE DR., SUITE 150 
-m, TX 75006 

B.BFWNOFAMERICA,INC, 
A!rlm:MARKsALsBERL=E 
901 MAROON BLVD. 
-, PA 18103 

B.BRAUN/M(XAW 
ATTN:MmKsAIs~ 
824 12'E-I AVENUE 
-, PA 180X3-027 

B2iaGcN-m, INC. 
AlTN:DAVIDASCIORTINO 
344fzmmcm 
ST. -, KI 63301 

BALLARDMEDICALm~ 
AlTN:E. MAKL'IN- 
12050 JXiW PEAK PWf. 
DRAPER, UT84020 

EwLARDMED1csLPRcDm 
AlTN:E.HAKL'IN m 
12050 LONE PEAK PKWY. 
DRAPER, VT84020 

510(k) No: K992435 
PHONENO: 

510(k) ND: K991937 
PHBNENO: 011 454 5970100 

510(k) No: K973227 
PHONENO: 610-691-5400 

510(k) No: K982805 
-No: 610-997-4360 

510(k) N3: K983005 
PHDNENO: 

510(k) No: K983794 
pH(3NENO: 610-266-0500 

510(k) No: K983373 
pHcy\IENO: 610-997-4360 

510(k) No: Kg84190 
EWNENO: 314-947-9086 

510(k) No: K990376 
PHONENO: 801-572-6800 

510(k) No: K993138 
PHXENO: 801-572-6800 

DEVICE:BACTI-STOPTWI'HEWSH CLE7WZRANDSANITLZFiR 
SE DM;IISICN MADE: 15-ocT-1999 
510(k) .??A- 

DEVICE:ULXRASWNDSCANNER, mEL TYPE 2101 
SE DECISION MADE: 3O-JUL-1999 
510(k) SUMMARY AVA.ZXQX FfMM FDA 

DEVICE:ASKINAHYD~LiXXD/THIN 
SE DEXZISICN MADE: 28-JAN-1999 
510(k) SUWARY AWIXABLE FIMM FDA 

DEivxE: -sAFETYrvam 
SE DECISION MADE: lpJAN-1999 
510(k) SUNQRY AVMIABIX m EDA 

DEVICE:F'ERFUSORCIXlPACI' 
SE DECISICN MADE: 04-FE%1999 
510(k) ZXMMARY AVAZABLE FF0l FDA 

DEVICE:CWWMINISPIKEPLUS 
SE DECISION MADE: 23-WR-1999 
510(k) SUMNWU! AVAILWLE FEiaM FDA 

DEVICE:IME'ACT B&WX'JDITATIONCXHEIER 
SE DECISION MADE: 22-JUN-1999 
510(k) SmTmErm 

DEVICE:E?XKXWI'RAC,MXXL1OlEXX 
SE DECISION t&DE: 15-M?iR-1999 
510(k) STATmEm 

DEVICE:BAiXARDMEDI~PRt)D~FAC~ BowS!RUXPAPZLQTCNZ 
SE DECISION MADE: 03-&W-1999 
510(k) SUMMARY AVAlMBLE FRCM FDA 

DEVICE: BALTJWDMIGKEY "G" jX%JPROFILEiV REPLACZZMiNTKIT 
SE DEXZISION MADE: 2O-CCT-1999 
510(k) SUMMARY AVQLABLE FRCIM FDA 
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BARDMFDICALDIV. 
ATTN:DONNAJWILSCN 
8195 INDUSTRIAL BLVD. 
-, GA 30209 

BAFtDMEDICALDIV. 
ATINtiXNNAJwILscN 
8195 INDW BLVD. 
cmcmGlm,GA30014 

- GmvE CD. 
AlT!rN:cARLo FcfK!IPE 
25OOwEsrIAmM?mYmm. 
LWE MARY, FI, 32746 

EiWSCH&TLCMB, INC. 

ATlN:~EMlDDLEZFX, 
14CON.GXXX@N~ 
R(ZCHESm, NY 14692-0450 

BAum & ILMB, INC. 
ATlW:PAULGW 
14OOIWFCW cxlxixm ST. 
M, NY 14692 

BTWERHEAL-ocwp. 
I+JllN:mm SNYDER 
czTimxx-~m. 
RcurE 120 AND wmTlxm RmD 
FuNNDmKE,IL60073 

B?ixIERBEAL~ocRp. 
ATrN:JuDY Kl9mmEG 
Fe. 120 AND wlrIscN FiQAD 
FcuNDLAKE,IL60073-0490 

BAXTER~~ODRP. 
ATIN:MARcIA l"l?mmI 
FtT.l2O&wILscHFtD. 
FoUNDLAKE,IL60073 

BAxTERBEAL~oc)Rp. 
ATIN:DAVIDEClJFtTIN 
1620 hWKEGAN RXD 
lxmwPARK,IL@O85 

510(k) No: K9m 
PHCNENO: 770-784-6135 

510(k) No: K984136 
J?HCSE NO : 770-784-6135 

510(k) No: I<990710 
PENE ND : 407-323-1604 

510(k) i0 K983225 

FT-DNENO: 7X-338-8460 

510(k) No: K990422 
FVCNENO: 7X-338-8172 

510(k) W: K984060 
PHONENO: 847-270-4644 

510(k) No: K984381 
F'JENE No : 847-270-5976 

510(k) No: Kg84590 
PHCNE No : 847-270-4637 

510(k) No: x990953 
PHONENO: 847-473-6079 

DE!VICE:E!ARDEXLUERI-SILF~LF~CBT~~XR 
SE DECISION MADE: Ol-FEEi-1999 
510(k) SUlWW AVAILABm FRN FDA 

DEXICE: FXUXXLUJBI-SIL I.C. ?XXEYCXIREmR 
SE DFzCTSICN MADE: 16--1999 
510(k) SUMM?@Y AVAIIMLE FEMM FDA 

DEWICE:BARRwpwS +sxbmmrIcmm-msuIIGICALGLI)vEs 
SE DECISICN MADE: 20-W-1999 
510(k) SrpsEMEN 

DEVIC'Z:FNJSCH&LCMEiRBWEFFERVEZXmn' ExmmQTIc~Crms~ 

SE DECISICN MADE: 29-&N-1999 
510(k) SUNWiRY AVAILXmZ FRX FDA 

DEVICE:RENJMULTIPLUSMULTI-PUFtFCm SoLUTIoN 
SE DECISICN MADE: 27-m-1999 
510(k) fXM?ARY AVAILAEm FRW FDA 

DEVICE:LUERACZESS lIcmcMms1TE 
SE DECISION MADE: 26-Jm.r1999 

510(k) SUbHMV AVAXABLE FXM FDA 

DEVICE:EiUREXWLS0LUI'ICN!BTS 
SE DECISIm MADE: 19--1999 
510(k) SUbNARY AVAIIAXZ FEEaM FDA 

DEVICE: 0.9% SCDIUM CB0RlDEFLUSHSYRJXX 
SE DECISICN MADE: 07-0X-1999 
510(k) SUMMAFZ AVATIABLE FFxX FDA 

DEVICE:RENALLINK 
SE DECISION MADE: 18JoN-1999 
510(k) SUMM?QY AVADXEXE FRB FDA 
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BAzaERBEAL~m. 
mm%RTLwILKINscN 
1620 WAUKEmN RD., ML'&Dl 
KG?N PARK, IL 60085-6730 

BAxTERHEAL~coRp. 
AilTN:JuDY s 
RT.l2O&wlLsxF?D. 
xuNDLwE,IL60073 

BAXTER HEALTHCARE: 03RP. 
ATlN:VICKILDFtENS 
RT.l2O&WILxNRD. 
FmNDLwE,IL60073 

6864bzxmlx3ooWEsr 
MIDvPxz,wr84047 

EnxTEFtRlcsEQmmI~,INc. 
A!rrN:JcmwsMI~ 
6864sxl!K3ooWEsT 
MIDvALE,ur84047 

EvuTFR~mIm,INC. 
DII-RGO14 
AT'JXJOHNWSNITH 
6864SmrH3OOWEsT 
MIDvAm,ur84047 

BA!mRa-xv. 
A!MltGAFBIELJblURX4JR. 
511EBNEtDICl'AvE. 
-, NY 10591-5097 

BAYERCXXP. 
VITFtODIBXXMCSYSI'H+l) 

A'ITNzGAERIELJNUIXR,JR. 
511EENEDICTAvE. 
D, NY 10591-5097 

EwERam?. 
ATIl'I:GElXXM?1ANOZIS 
1884MlIESAvE. 
EIXHAW, IN 46515-2004 

510(k) I0 K992894 
PKNE NO : 847-473-6335 

510(k) No: K993120 
PiXNE No : 847-270-5976 

510(k) ND: K993387 
FTKXVENO: 847-270-5916 

510(k) NO: K983791 
ESONEiNO: 801-565-6213 

510(k) No: K990396 
FKNENO: 801-565-6213 

510(k) No: K991170 

Pi-lZ@E No : 801-565-6213 

510(k) ND: K982328 
PHONEND: 914-631-X00 

510(k) NO: K983715 

I?kICNEW: 9145243494 

510(k) No: K984CO6 
PHCNEi No : 219-262-6928 

DEVICE: MERIDIAN HEHXIIALYSIS MACHIIE,MQDEL 5M5576 
SE DECISICN MADE: 24-N(xI-1999 
510(k) SUbNGtY AVAILABLE: FRB FZIA 

DEVICE:Mx)IFIEDEiUXDREcIPIENTSET 
SE DECISICN MADE: 17-N(xT-1999 
510(k) SUNAFtY AVAIIXU FFUX FDA 

DEVICE:IpuMpPAIN~ SY%s!lml,mEL2L3107K 
SE DECISION MADE: Ol-NO%1999 
510(k) SUMMNtY AVAILAEU FF0l FDA 

DEVICE:PEFtIpHERAL -Em-IA- 
SE DECISICN MADE: ll-JDN-1999 
510(k) SUHNRRY AVAILABLE FRiN FDA 

DEVICE: T-ANASTAFLO 
SE DECISICN MADE: 01-0X'-1999 
510(k) SUMtGRY A- FRX FDA 

DEVICZ:~ECRRDIOPLEGIA QNIULAWI!!XDURAFLO~,~EL 

SE DECISICN MADE: 02JuG1999 
510(k) SUl@NU! AVAILXXE FwJpl FDA 

DEVICE:E!NERADVIAIMSSYSTEN(iXVITRODIAGNOST 
SE DECISICN MADE: 29-JAN-1999 

ICSYSTEM) 

510(k) SUMIQRY AVAILHXE FRB FDA 

SE DIXISION M&DE: 14-MAY-1999 
510(k) SUNGRY AVUUBTeE FRZd FDA 

DEVICE:~EtLITEXGBLcKx,GLUGXZ~ 
SE DECISION MADE: 18-MAR-1999 
510(k) .SU@RRY AmlIABLE FRX FDA 
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510(k) No: I@90346 
PHZNENO: 914-524-3494 

510(k) No: Km990649 

FFKNENO: 219-262-6928 

510(k) NO: K991242 
FFKYAf3 No : 219-262-6928 

DFVICZ: EAYEiRADVIA165OcHEMISTRYSYSTEM 
SE DECISICN MADE: 21&W-1999 
510(k) SUNNZ AV2UIAEU m FDA 

TJ-TIN:GABRIELJ-,JR. 
511EmmIcrAvE. 
!ucaamm, NY 10591-5097 

EnYER CDW. 
DGLUCOSETESTSYSTENS 
ATT¶VzGECXZMTANCXX 
1884MILFSAvE. 
ELKHART, IN 46515-2004 

isAYER-. 
ATJNzGETXGEM~ 
1884MILESAvE. 
ELIWGIT, IN 46515-2004 

BAYERo2m. 
ATINzCXXGEMTANOX 
1884MILFSAvE. 
ELKHAKT, IN 46515-2004 

EwExaxP. 
ATINzGABRIELJMURAC7i 
511 EENEDICT AVE. 
-, NY 10591-5097 

J 
8AYERaxP. 
ATIN: f2smuxLJWJR. 
511BENEDIcTAvE. 
TAFzwmN, NY 10591-5097 

E?AYERcmP. 
ATTN:C%%U.ELJMURACA,JR 
511BEtN'EDICTAVEi. 
TARRYmw, NY 10591-5097 

BAYERcow. 
ATlWGAERCELJ~ 
511 EiEBIEDI(;T AVE. 
-, NY 10591-5097 

EwERm. 
AYlTN:sYED A!Inm 
1884MILESAVE. 
-, IN 46514 

510(k) No: K991315 
PIKXWEO: 219-262-6928 

510(k) No: K991576 
PEICNE No : 914-524-3494 

510(k) No: K991817 
PI-KNEW: 914-524-3494 

510(k) No: K991907 
F333BIW: 914-524-3494 

510(k) No: IQ92136 
PiDXFiW: 914-524-3494 

510(k) No: K992257 
PHCNENO: 219-262-6865 

SE DIXISION MADE: 09JuL1999 
510(k) SUMMARY AVAILABLE FF0f FDA 

DEWICE:~F%ITETE~-~~~~??S 
SE DEXXSICN MADE: 3O-JiJ&1999 
510(k) SUWARY AVAILXXE FIX% FDA 

DEV.tCEi:MICFC%EUSTIXREpd;ENT ~~ P-7 
SE DECISICN MADE: 12-WV-1999 
510(k) SUMMARY AVAILABLE FFQ-l FDA 

DEVICE2 ADDITIOXALASSAYSFWTHEEiUERADVIA165OcXENI~ SYSTEN 
SE DECISION MADE: 3O-JUN-1999 
510(k) SUMWiRY AVAIIABU FFXX FDA 

DEXICE:ADDITICClALIMSASSAYSFtXlXEEWEtRADVIAIMsSY~ 
SE DECISION M7dDE: 22-J&-1999 
510(k) SUMMARY AVAIUEQX m FDA 

D~~:ADDITIcNIIz,IMs~SFDR'IHE~ADvIA~sY~ 
SE DECISICN WE: 09-W-1999 
510(k) SUNQRY AVAIUBLE FIC@l FDA 

DEVICE:EiAYERADVIAlWZQWmD 
SE DECISICN MADE: 09-NO%1999 

l.KmlLm SYSTEM (lxq 

510(k) SUbNARY AVAILAEW FIMM FDA 

DEVICE:NEWMULTIPLTGl?EWEWSTFUpS 
SE DECISION MADE: 24.-W-1999 
510(k) m AVAILWU FXM FDA 
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!3NERcow. 510(k) No: K992399 
~GAERIELJMORWAAJR PSAXJE No : 914-524-3494 
511 EBNEDICTAVE. 
TARRYmm, NY 10591-5097 

EAYERcoRp. 510(k) No: K993309 
ATIN:WILLIAMJPIGNATU 
63 rvczKm ST. 
MEDFIEXD, MA 02052 

PI-GE'NO : 508-359-3825 

izizi%F&) 
ATIW:GAEWEtLJMUFN%JR 
511 BENEDICI'AVE. 
-, NY 10591-5097 

510(k) ND: K993353 

EFKxuEm: 914-631-8000 

mYERoxP. 
E VB12 
ATIN:THaMASFFLYNN 
63 lK%lH ST. 
M!BFIELD, MA 02052 

510(k) No: K993571 

pEK)NENo: 508-359-3877 

J4aERaRFJ. 510(k) No: K993711 
DlXNOSTICSY~WI?H5ADDITIONAT,ASSAYS~ 
A!rrN:- MURACA PHcm No‘: 914-524-3494 
511 BENEDICTAVE. 
TAIvwmN, NY 10591-5097 

lxx IIVZ., INC. 510(k) No: K983796 
A??lNzLXNALDJALTi%WDER FHONE No : 414-542-3100 
N’7 W2.2025 JOHNSON RXD 
WWKESHA, WI 53186 

BCI ImL., INC. 
ArlTN:DcNAu) ALEXANDER 
N7 W22025 JGINSCW RZD 
i%AWESR, WI 53186 

510(k) Im: x984618 
PFDENO: 414-542-3100 

BCI INIL., INC. 510(k) No: K991086 
ItIm:- za&EmNDER Pi-DEW: 414-542-3100 
N’? W22025 JCMNSCN RQAD 
WAUKESHA, WI 53186 

EiCI ImL., INC. 
A!rIN:M=M1LD ALEx7aDER 
N7 W22025 JCHNSCN FXXD 
WA-, WI 53186 

510(k) No: K991410 
PHXIE NO : 414-542-3100 

510(k) SOMARY AWULAEZB FRZM FDA 
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DEWICE:EWERDlXNW.T IC~~A~~:~~OANDAD~IA~~~INJRTRXWIN I ASSAY 
SE DECISICN MADE: 06-DFXZ-1999 
510(k) SUMQRY AVAILMLE FRi%l FDA 

SE DECISION MADE: 06-DE%1999 
510(k) SUBf?W AVAILXXE EwaM FDA 

DEVICEi:EWJi!RDIWNQST ICS AC'S:180 VBl2, BAYER DIXMXT ICSADvIAczEm!AlJ 

SE DEXXSICN MADE: 16-DE%1999 
510(k) SUMMARY AVAILABLE FTiaM FDA 

SE DECISICN MADE: X-DE&1999 
510(k) SUMMAFW AWGLWLFi FRX FDA 

DEVICE:6004NIEiE'MXITtXWITH' 
SE DECISICN M&DE: 22-JAN-1999 
510(k) SUM%FtY AWGL?W.E = FDA 

DEZVICZECIMINI-TOFtRPLUS,frIoDEL6004 
SE DECISION MADE: 25-M?@-1999 
510(k) SUWAF?Y AWIL?BIB m FDA 

DEVICE: cWNWH%X II,MXZL8400 
SE DEtCISIm MADE: O%JUN-1999 
510(k) SOWARY AVAIUEGZ FRaM FDA 

DEVICE: 3402 HANDHELDPULSmZOXlNElXB 
SE DM=ISIcN MADE: 09-JuN-1999 
510(k) SUbWRY AVAlLAEm FRX FDA 
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BmRmDIosLSYsmNS,mC. 510(k) NO: K992788 
AlTN:DARRY-L SHELBY PHCCE No : 800-232-7633 
11Kl BIRD CENTER DR. 
PAM SPRINGS, CX 92262 

510(k) NO: K991707 
- ANALYZER, l42WI.S 33200, 33205, 33209, 33206 
AT.mJ:ANGELA BYlAND PKBlEIU3: 612-368-1615 
1~LAKEHAzELTINfZDR. 
-, MN 55318 

BF%mmN cxxLTER, INC. 
ATIN:LucINDA n 
200 s. KFlAEmR BLVD., w-104 
BREA, Ca 92822-8COO 

BJixmmN OOULTER, INC. 
ATm:LlJcINDA tTGTmmm 
2Ocmm E!Lw.,w-337 
EBEA, CA 92822-8000 

EiEKxaN axlLTER, INC. 
ATTN:ANNEmE I-IELLIE 
2OOm~ BLw.,w337 
BREA, Cl4 9282243030 

BEcmmN czrxJLm, INC. 
ATrN:GAIL LEFEBVRE 
200 s. KRAFMER BLVD., w-104 
EEEA, CA 92822-8UOO 

BExxmN ailuLTER, INC. 
ATmcGAILLEFEBxm 
2cos.KRAmEftBLw.,w-104 
BREA, CA 92822-8000 

BECXMAN cDuLTER, INC. 
m:GAILl LE!swFE 
2oosou?H KRAEm!R EiLw. 
BREA, CA 92822-8000 

BEZICNDICKINSON&00. 
A!!XttCHARTXSJWEZE 
9450 EKlu!m &5mYtE fETmE.r 
SANDY, UT 84070 

510(k) No: K984152 
PHSENO: 714-961-3777 

510(k) IW: K984402 
FXNENO: 714-961-3777 

510(k) No: K990704 
ETDIENO: 714-993-8767 

510(k) No: K993022 
JXXGNO: 714-993-8505 

510(k) No: K993023 
E?-KlNED: 714-993-8503 

510(k) No: K993473 
PIKXENO: 714-993-8503 

510(k) No: K984059 
PIDIENO: 801-565-2535 

DEVICE:BE?iRCUB75OPSV 
SE DECISICN MADE: 16-SEP-1999 
510(k) SUbWRY AVAIUBLE J?FxX FDA 

DEVICE:XCDIFIC4TICNToACCESS CEAREMEWCS FORUSECNTHEACXESSIMMG 

SE DECISICN MADE: Ol-JUN-1999 
510(k) SUGARY AVAIIZXE FM% FDA 

DEVICJZ: SYNXRCN SYSTEW OPIATES 2000 NG (OP2) RE?QWC 
SE DECISICN MADE: 29-JAN-1999 
510(k) SUMMARY AVAIUBLE FRW FDA 

DEVIcE:SYNC%cNSY~A?NNIA(AMM)~ 
SE DEYZISION MADE: 29-JAN-1999 
510(k) SUM4hRY AVAIIABU FFQl FDA 

DEvI~:ARRlly36o~~C-REAcTTvEpIioTEIN(c1RpMpE)~ 
SE D?XISIca\ MADE: 03-N-U-1999 
510(k) StlMGRY AWXUABLE FMX FDA 

DEVICE:SYNCXUXSYSTIXSOP3OOLckJANDHIGHURINECALIBFNWS 
SEDEcISIcG\TMADE: 09-NOW1999 
510(k) SXJMMtY AVAIMBLE FIMM FDA 

DEVICE:SYNCX%XSYSItNSOP3~L13wANDHIGHURINECXNIWLS 
SE DECISION MADE: 26-W-1999 
510(k) SUWARY AVAILABLE m FDA 

DEVICX:+SYNHXNSYSTFMSDRUGCALIBRAToR2 
SE DECISICN MADE: 26-NW-1999 
510(k) SQWARY AWUIABLE FlXN FDA 

DEVICE:ANGICXZA'lXAUIUXARD~,INsyTEA~~ 
SE DECISICN MADE: 09-m-1999 
510(k) ,SUWARY AVAIL&&E FE&N FDA 
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BECICNDICKINSCH&03. 
AlITN:JAMEswHAyNEs 
lBE?ZONDRIVE 
FRANKLIN LAKES, Iw 07417-1885 

510(k) No: K991551 
PHONE NO : 201-847-5170 

BEKTX'JDICKINXN&Cn 510(k) No: K992734 
A!mN:GREE ?-%IRaN F+KNEiNo: 201-847-4344 
1E@ZIWDRIVE,BUX2, 
MAIL ODE 226 
lG3JxKLI.N LAKES, NJ 07417 

!ZKXNDICKSNSCN&CO. 
ATI¶'I:tQNI~EGIGUERG 
7ILzlwsmcm 
SPARKS, MD 21152 

JZCiCNDICKINSON&CO. 
A!ITN:BRADFcXTJMSPRING 
7rLIvEnmcm 
SPARKS, MD 21152 

BEKXNDICKJXSONL.XN@Ei 
ATIN:DAVID BALL 
1 BEZCIW DR. 
FTVWLIN LAKES, NJ 07465-1886 

EiEKXHDICKCNKNL7%N@E! 
m:DAvlD B&L 
1 BECION DR. 
FRANKLIN LAKES, NJ 07465-1886 

BF?Z!KNDICKINSONlXEWARE 
ATTN:DAVID BAT.& 
1 EGZCICN DR. 
F'fWKLIN LAKES, NJ 07465-1886 

510(k) No: K992849 
maw NO : 4s3x-4287 

510(k) No: K993186 
PHCNENO: 410-3X-4206 

510(k) No: K991249 
FFKBE No : 408-954-2694 

510(k) No: K99l251 
F'IDIE! p\K) : 408-954-2694 

510(k) No: K99l2.53 
FKNENO: 408-954-2694 

E?ECKN DICKINS(RJ MICWBIOLcc;y SYSTSlO(k) No: K984631 
AME'LIFIEDDNAASSAY 
AtITN:m - EBONENO: 410-316-4988 
7IJcwEmNcIRc;LE 
SPARKS, MD 21152-0999 

BECICN DICKIN~ MTCKX3IOUXY SYST510(k) No: K993577 
/CZAVULANIC ACID, 30/10W, BEX, SENSI-DISC 
ATI'N:KNICaEGIGUERE FHOWNO: 410-3X-4287 
7LcImxNcIR. 
SPARKS, ND 21152-0999 

DEVICZ:VWTJXNZBRANOSCXXUMCITRATF,~EDIATRICTUBE 
SE DEKXSI@I MADE: 23-W-1999 
510(k) SUMMARY Am FIX&t FDA 

DEWICE:EiECXWDICKINSON~ 
SE DECISICN MADE: Ol-ocT-1999 

510(k) .YXlMQY AVAILWIE FK%i FDA 

DEVICE:QBCSTAFtCEIWRIFuGAzHEWKUXXSYST!W 
SE DECISION MADE: 23-SJZP-1999 
510(k) tZJW?XU AWUIABLE F'.FW FDA 

DEVICE: SYNERCID, 15 UG, BBL SENSI-DISC 
SE DECISION MADE: 03-IKN-1999 
510(k) SUMM&RY A- FKN FDA 

DEVICE:FAIXONlYFFWRWELLPL?QE 
SE DECISICN MADE: 05W-1999 
510(k) SUMMARY AVAILABLE FFsX FDA 

DEVICE:~IVFCNEWEJLLDISH 
SE DECISION MADE: 05-MAY-1999 
510(k) SUWARY AKQIABLE FEMM FDA 

DEVICX:FATiK!NIVF'RCUNDDISH 
SE DECISICX MADE: 05-NAY-1999 
510(k) ,!XWmRY AVAIUEiW FKW FDA 

DEVICE:BDPFUWTECETCHLAMYDIA TRAcNQmIsANDNExsSERIA~ 

SE DFXXSICN MADE: 04-W-1999 
510(k) SUMMARY AVAITXKE FKN FDA 

DEVICE: CZWlNME/CXWULWIC, 30/10uG, BBL SENSI-DISC AND CEFT?ZIOIME 

SE DECISICN MADE: Ol-DEC-1999 
510(k) SuElMARy AVAILABLE F'KN FDA 
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EiEXXGNDICKINSCQ~~ SYSTEZ%lO(k) No: K991088 
NSETSANDSAFE~~-LCKBUX=D~~LEC~ON,SAF~!~~~.,E 

DEiVICE:~EBANDMULTIPIXSAM'LELUERADAPTER,EiLCmoD~IC 

Alrm:ANDm Hl?cNcxm P.tDNENo: 201-847-6173 SE DJZCISIa MADE: 28-M%!-1999 
ONE EECCl?X DR. 
FRANKLIN LAKES, NJ 07417-1885 

510(k) SUbMARY AVMlXiLE FFXX FDA 

E@XXBJDICKINSCNVA0XMX% SYSTEM5lO(k) No: K991120 DEVIC!E:VACGmINER 
ATm:JAMFswHAyMEs PEKXWNO: 201-847-5170 

ERANDCTADTUEiE(MULTIPLE) 
SE DECISICN MADE: 19-MAY-1999 

1 BEczlcN DR. 
FRANKLIN LAKES, NJ 07417-1885 

510(k) SUNMARY AVAIUEUE FIMM FDA 

EiEiCXNDICKINSCN~~ SYSTEM5lO(k) w: K991702 
L 365965, 365985, 365963, 365967, 36578 
m:ANDREA HRcmIam PiKNENo: 201-847-6173 
CNE BliCIW DR 
FRANKLIN L?lms, NJ 07417-1885 

BE-408T, INC. 
ATTNz~RPEREXPA 
5825 -IE BLVD. 
cHARWEE, NC 28209-4633 

510(k) No: K984593 
PECNENO: 704-551-7178 

BE--, INC. 510(k) No: K984595 
A!!?TNzANGEU)RPERJB?A FXN!XNo: 704-551-7178 
5825 -?E BLVD. 
-, NC 28209-4633 

BE--, IN2 
ATIN:ANGEJBRPEREfIF?A 
5825 cmmx~ mw. 
-, NC 28209-4633 

510(k) No: K984597 
Pi-KIxk'No 

DEVIC.!?X:MBXFI~ATI~NOFCVT~CAVIT~DRESSING 
: 704-551-7178 SE DMTISICBI MADE: Ol-MAR-1999 

510(k) SUbMARY AVMLABLE FEII3pI FDA 

BE-4oBT, INC. 
ATITJ:ARPEREXRA 
5825 CTiRNEEIE BLVD. 
CHARUXTE, NC 28209-4633 

510(k) No: K984599 
PHCNENO: 704-551-7178 

BElERslxwdoBT, INC. 
~AtGELORPEXEiIRA 
5825 -IE BLW. 
-, NC 28209-4633 

510(k) No: K991570 
FTXNENO: 704-551-7178 

BErxNrmPMENTm. 510(k) No: K983661 
ATM:JCHNECXlLZJNS EWCtUENO: 732-469-5ooO 
101 EEUXXC DR. 
SQMERSET, NJ 08873-1204 

SUEMITTERADDFG?SSLISTINGFCRCDRHsuBsTANTI?U,Y lQlXU3E (SE) 510(K) SUMAMES GR 510(K) m 06-JAN-2CGo 
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DEVICE:MICROAlXB BRANDCHEMIS?RYTUEiESWITHMIClGARDUHJFUZ,~E 

SE DEXXSIGN MADE: 28-JUL-1999 
510(k) SUMbBRY AVAILXZE FXM FDA 

DEVICE:MBIFICATI~OFCQTIMXATHINDRESSING 
SE DECISICN MADE: Ol-MAR-1999 
510(k) SUMBRY AVAIUBLE FlXM FDA 

DEVICEi:MBIFICXl!IONOFC?UT.IIWXIAHYDRODRESSING 
SE DECISICN MADE: Ol-bQR-1999 
510(k) SUMlARY AVAIUBLE FHM FDA 

DEVICE:MXIFIC!ATIoNOFCUl'INXAFOAMDREXSING 
SE DECISION MADE: Ol-MAR-1999 
510(k) StMMY AVAILABLE FfMM FDA 

DEVICE:JOBSTREADY-'IQ-WEriRARMZXXEVES 
SE DECISION MADE: 20-AUG1999 
510(k) ,SUbMRY AVAIUBLE FIiQM FDA 

DEVICE:BEXBXI'UNIT,MZD~6000SERIESAND75OOSERmS 
SE DECISION MADE: 12-JAN-1999 
510(k) STATmEw 
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BErlmNr msTRuMENr axP. 
ATrN:uPAIwAN LABADINI 
780 EOSEN RD. 
BIIURICA, MA 01821 

510(k) No: K992672 
FFDlENO: 978-663-0212 

DEVIC.%EWmITFWIDM?WG%EmSYsTEM(~2ooO) 
SE DECISION MADE: 24-A=1999 
510(k) SUWQRY AWULABIE FFm FDA 

BEmANINc. 
ATIN: BILL C.K. LIM 
276OBRIGHIONRD. 
-, -0, 

510(k) No: K990777 DEVICE:MED-RXEXTENSIONSEZS 
PHCNEICO: 905 829 5004 SE DECISICN MADE: 25-AUG-1999 

510(k) SUbWiRY AVAILMLE FfMM FDA 

BENZ R!BBRCH AND DEVEWPMfml' CORPSlO No: K992692 
J?KlNENO: 941-758-8256 

DEVICE:EXIREMEH20 (HIOXIFILIQ3NA)SOETCCmACr~S 
SE DECISICN MADE: M-Ccl?-1999 ATIYI:JGSEAORS 

P-0. WX 1839 
.WWD.CA, FL 34230-1839 

510(k) ,sUMMAW AVAnABm mx FDA 

BIiFmmmGMBH&cx). 
mWLZP.AMKHILL 
LUDWIGStlYURSTR.25 
-, 

510(k) No: K990656 DEVICE:~FHARED530LDRSU.!?GIC?iLLIGHT 
FKNENO: 004 974 61181370 SE DECISICN MADE: 2OdUL-1999 

510(k) SUbMARY AVAILmLE FH.m FDA 

510(k) No: K991527 
FlTDNENo 

DEVICE: CHFCWFWRE DSOO, D530, D650 
: 004 974 61181370 SE DECISICN MADE: 27-&m!-1999 

510(k) SUMMARY AVAZABLE FEMM FDA 

BEFcrEccoRp. 

iiizzxx ERR 
6185 HUVIW m 
SUITEB 
-, OH 43229 

510(k) No: K991642 DEVICE:EYETRAK?M,a&GWERIZEOE Gw, t4zxxLEI 

PHONENO: 614-430-5421 SE DECISICN MADE: 03--1999 

510(k) tYmtm%m 

BESGLCWMEDIcaRESDN.BHO. 
o(3RAEIsORLESS) 
ATIN:LExAIKLIM 
r.m 6, J?wm P/2A 
EmmINDuSlmALESTATE 
KMANG,SELAWCRDARUL,EHASAN, 

510(k) No: K993495 DEVICE:FGGDERTiDLATEX EXAMINATICN GIiZVES(PFUI'EIN LABEL CLAIM 150 mCR 

PIXNE No : 038 256 36162 SE DECISION MADE: 24-W-1999 

510(k) +YmTmmr 

BE%LOVEMEDIcARESDN.BHD. 
LABEL OF 50 MCRXRAMORLESS) 
ATrN:LEEAIKLIM 
m 6, Ji%?m P/ui 
BANGIINOUSTRIALESlWE 
KAJAW,SELWGCRDARUL,EHMAN, 

510(k) No: K993500 DEVICE:~ERFl?EELATEX EXAMnnTImGmvEs(FoL!mERaxmO)(PmrEIN 

FlDtEiW: 603 825 6361/2 SE DECISICN MADE: 02-DEC-1999 

510(k) STATmmw 
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BIO-RAD-, INC. 
ATIN:ELI~ PUSIT 
9500 - FOAD 
IRVINE, ca 92618 

BIO-FTXIB, INC. 
38-01 
A!tlN:ELIZABETH PLATT 
9500 JEx%amm ROAD 
IHVINE, a 92618 

BIO-RADLAEWATORIES,INC. 
ATrN:Ex!IzAE(FIH PLATr 
9500 JEIFmIm ROAD 
IRVINE, CA 92618 

BIGRADV, INC. 
ATrN:ELIW PIATT 
9500 - FXXD 
llRvINE, CA 92618 

BIO-RADLAEGRTOFUES,IW. 
01 
ATJN:ELIzABFIw PLA!rT 
9500 - FQAD 
IxvrNF,, c?i 92618 

BIO-FtADm, INC. 

ATIN:ELzmBEm J?LmT 
9500 JELKmm RD. 
IRVINE, a 92618-2017 

BIO-RADLABXA‘IORIES,IN(=. 
A!rm:ELIzABE?H PL?rT 
9500 .JEmm"D RD. 
l.Fivrm, Ca 92618-2017 

BIO-RADV, INC. 
ATrN:ELIzABFIH PLATT 
9500 JEEicNIElD RD. 
IRVINE, a 92618-2017 

BIG-RADW, INC. 
ATIN:ELIzABETH PLATT 
9500 JEFCNDD RD. 
mvrm, CA 92618-2017 

510(k) NO: K990017 
PHCNENO: 949-598-1285 

510(k) NO: I(990149 

PEDNENO: 949-598-1285 

510(k) No: K990150 
ET-DNEINO: 949-598-1285 

510(k) No: K990161 
FFIONENO: 949-598-1285 

510(k) No: K990162 

mm3 NO : 949-598-1285 

510(k) ND: K990282 

FRCiGNo: 949-598-1285 

510(k) No: K990317 
PHINENO: 949-598-1285 

510(k) No: K990391 
PHONENO: 949-598-1285 

510(k) No: K990393 
PHONENO: 949-598-1285 

DEVICEi:ABEUtT I (LIQUID) c.mTkfJL, mm NUMBER 6E20-10 
SE DECISICN MADE: 25-JAN-1999 
510(k) .smX%WT 

DEVICRABEXYlTLIQJIDPEDI?iTRICCHEMISTRYUXl.WL,~EL# 4337-01, 4E 

SE DECISION MADE: 26-JAN-1999 
510(k) SVQ%MNC 

DEVICE: ABBOTT LIQUID LIPIDS CHFMISTRY, MXXT., #'S 3E18-01, 3E19-01 
SE DECISION MADE: 26-JAN-1999 
510(k) siW.mmW 

DEVICE: ABEUll' LIPID CSF aNl"ROL, MiX.)m #'S lE%-Ol, lE99-01 
SE DECISICN MADE: 28-J7N-1999 
510(k) s?aTEMENT 

D~CE:ABEXYITLI@JIDAMtXNIACWE?fX, MDDEL #'S lE93-ol,lE94-ol,lE95- 

SE DECISICN MADE: 28-JAN-1999 
510(k) ,tXmmmW 

DEVICE:ABFXYlTLIQUID z!+5EwmcHEMIsIRY~, mDEL lE81-ol/lE82-o1 

SE DEX.!ISIoN MADE: O9-MAR-1999 
510(k) S'mTmmC 

DEVICE:ABE0TLIQUIDUFUNECHNWlRY~L,McDEL lE96-ol/lE97-01 
SE DECISION MADE: 18-M%&1999 
510(k) SmTEMXC 

DEVICE:ABE0ITLYOPHILIZEDA!%XYED czT-mlrs!cRYm 3MxnzT.J #4E39-o1 
SE DECISION MADE: 15-MAR-1999 
510(k) m?mdENJ! 

DEVICE:ARCHITECT ~WrnEL#6C26-o5 
SE DEXXSICN MADE: 22-MAR-1999 
510(k) ,TUtMGY AVAIMBLE FRX FDA 
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BIO-RADB, INC. 
1387-02 
ATm:ELIzABFIu F%?nT 
9500 JEI?mIm RD. 
IRVINE, CA 92618-2017 

BICWAD~, IX!. 
1 
A!rrNzELiIzIABmH m 
95cxl- RD. 
IRVINE, Ca 926X%2017 

BIO-RADW, INC. 
A!rnJ:m1zABFM F?LA!m 
9500 JEFcNIm RD. 
IIRVINE, CA 92618-2017 

BIGRADV, INC. 
rn:ELIIzABE*IH pIwAiT 
95ooLlEFmImEMAD 
IRVINE, CA 92618 

BIO-RADV, INC. 
ArITN:ELIzABGIH pIlraT 
9500-m 
IRVINE, Ca 92618 

BIO-RADW, INC. 
AlITN:JuLIFT c.aFmmA 
4fXO p;LFRFI NOBEL DR. 
HERCOLES, a 94547 

BIO-R?iDW, INC. 
ATIN:ELIzABGIH PLA!lT 
95oQ JEIixmm RD. 
-, CA 926X3-2017 

BIO-RADV, INC. 
752 

ATm:ETLI~ PLATr 
9500 JEzxmIm KYAD 
IRVINE, CA 92618 

BIO-RADB, INC. 
ArrnJ:ELI~ FT..ATT 
9500 - FQ?D 
IRVINE, a 92618 

510(k) No: K990394 

FTBNENO: 949-598-1285 

510(k) No: K990424 

PHCNENO: 949-598-1285 

510(k) No: K990587 
FFDB No : 949-598-1285 

510(k) ND: K990608 
mm NO : 949-59a-1285 

510(k) No: K990610 
FfXNENO: 949-598-1285 

510(k) No: K990827 
PHONENO: 510-741-6188 

510(k) No: K990858 
FTDNE No : 949-598-1285 

510(k) ND: x990888 

FKNEID: 949-598-1285 

510(k) No: K990928 
PHONENO: 949-598-1285 

DEVIc3E:ABBoTTLYOFHILIZEDFssIulED aYiE!MIsTRY azNtmLmELs#1386-02/# 

SE DECISICN MADE: 18-M?Q&1999 
510(k) sZxX%Em 

DEVICE: ABBOTT LIQUID IMMUh'OJ..mY CCNIROL &mXZS 2E01-01/2E02-01/2EO3-0 

SE DECISION MADE: 31-MAFt-1999 
510(k) ~'Immmm 

DEVICE: ABEGIl' LIQUID RF cXXI'F0L, McIlELs 2EO4-01, 2E05-01, 2EO6-01 
SE DECISICN MADE: 07-APR-1999 
510(k) txmmmm 

DEVICE:ARCHITEcTrCE?i~ McwlEL6032-05 
SE DECISICN MADE: 3O-MAR-1999 
510(k) SUMMARY AVAZABLE FIX% FDA 

DEVICEi: ABBOTT TUWR MARKER-MCC (LYOFHILIZED), imxx, 6E21-10 
SE DECISICN MADE: 27-APR-1999 
510(k) m 

DEVICWMICXOPLXE~ GALTASSAY 
SE DECISION MADE: 09-APR-1999 
510(k) +StMNtY AVAlUmE FRX FDA 

DEVICE:LYFWHEK CXWtXATIoN =L, MmiiL Nos. 787, 788, 789 
SE DECISICN MADE: 21-APR-1999 
510(k) $XJMmRY AWILABLE FRZM FDA 

D~cE:~IFI~I~ToLI~clHEKSPINp;LFwID~, ITEM NOS. 751, 

SE DECISION MADE: 07-APR-1999 
510(k) ,%.WGRY AVAXABLE = FDA 

DEVICE: LYPXCHTKURINEMEXN.SCGWTROL, I'ITT4No.400, 405 
SE DECISION MADE: 16-AF'R-1999 
510(k) SUbNARY AVAILWU FIKM FDA 
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B-IO-RADLAEGRA'IUUES,INC. 
ATIN:JuLIFT CARRARA 
4033 ALFRED NOEEL DR. 
HERULES, a 94547 

BIO-RAD-, INC. 
A!rrN:EL1m PLATT 
9500 - RD. 
IRVINE, CA 92618-2017 

BIO-RADS, INC. 
ATIN:ELIzlABEm PLAm! 
9500 - RD. 
IRVINE, CA 92618-2017 

BIG-RADLAEoRAToRIEs,INC. 
ATTN:Ex.nAmm PL?iTr 
9500 - RD. 
mvm, ~3 92618-2017 

BIO-RADLAB13RATWUES, INC. 
ATIN:PATRICIAMKLIMLEY 
4000 ALFRED NOBEL, DR. 
JcJEKmB, CA 94547 

BIGRADS, INC. 
ATm:ELIzABFIN TANG 
4000 ALFRED NOBEL DR. 
HEFOJLS, a 94547 

BIGRESE?WHX%XATES,INC. 
ATIN:LcNNlE WITHAM 
4113 NXTH FORT WASHINGTCN RD. 
MILMUKEE, WI 53212 

BICCHECK,INC. 
mLcGNuMBER: BC-1003 
ATTN:RoBIN i=JEu.m 
9418 L?!sAmE AVE 
m, a 91325 

BIWHEXX,lXC. 
ATTN:FXXlNJHELLEN 
9418 LASAINE AVE 
m, CA 91325 

510(k) No: K991127 
PEDNENO: 510-741-6188 

510(k) No: K992172 
FHCNEND: 949-598-1285 

510(k) No: K992550 
Ft-KNENo: 949-598-1285 

510(k) No: K992741 
PJXNENO: 949-598-1285 

510(k) No: K993107 
PKHENO: 51&741-6263 

510(k) ND: K993536 
FBXENO: 510-741-6298 

510(k) No: K991756 
F%KNENo: 219-267-6639 

510(k) m: K990993 

PI-DNENO: 818-709-5646 

510(k) No: K991146 
PT-KNENO: 818-709-5646 

DEVICE:VARUWI'IIB-B 
SE DEXXSICN MADE: lO-JUN-1999 
510(k) SUWARY AWILABLE FXN FDA 

DEVICE:LYPHXHEK TUIKR MARKER -L, MXXL 580 
SE DECISICN MADE: 02-SEP-1999 
510(k) SUMMARY AVAILABLE = FDA 

DEVICE:LIQJIC%lEK - (IxlmmL LEVEL 1, 2, 3 
SE DECISION MADE: 11-AUG1999 
510(k) SUHA?tY AVAIIXXE FFXX FDA 

DEVICE:LYPHXHEKANEMIACXNT&XX, mEL 500 
SE DECISICN MADE: 09-W-1999 
510(k) SUWiRY AVAILABLE FIMM FDA 

DEVICX: BIO-RAD~STEINEBYHPLC 
SE DECISION MADE: 21-DEC-1999 
510(k) SUWARY AVAILZWZ FXN FDA 

DEVICE: BIO-RAD03DANEtXUTG GALTASSAY 
SE DECISICN MADE: 04-W-1999 
510(k) SUMMARY AVAXABIX FFUX FDA 

DEVICE:3cHANNELKNEE ~CAMPLIFIED~PE 
SE DECISICN MADE: lo-D-1999 
510(k) SUMMARY Am FFQi FDA 

DEVICE: BICXHEXXSENSITIVETSH (S-TSH) ENZYME BTESTKIT;CA 

SE DECISICN MADE: 22-JUN-1999 
510(k) SIXDWWT 

DEVICE:TSHENZYME ~TESTKIT,MXXL#BC-1001 
SE DEZISICN MADE: 22-JUN-1999 
510(k) srAmm?T 

.̂ .̂  -L---_ 
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BICCHECK,INC. 
ATTN:ROBINJHEU.EN 
9418 L+WAINE AVE 
IK)mmEm, CA 91325 

BIXXECK,INC. 
ATIN:RQBINJHEUEN 
9418 LXAINE AVE 
NoRTmms, c-2 91325 

BIN%IECK,INC. 
mmINJm 
9418 LASUNE AVE 
-, CA 91325 

BICCHECK,INC. 
A!tTN:Ra3IN EIELTXN 
9418 LASAINE AVEt 
w, CA 91325 

BIXHHX,IIGC. 
ATlX:w3BINJHEUEN 
9418 LRSAINE AVE 
-, CA 91325 

BICOERM, INC. 
m:- m 
P.0. Box 4882 
t4T3mlm, IL60189 

BICDERMIS (XXV. 
ATlN:JEFFs- 
3078 EASJ! SUNSET RD. SUMTIC #l 
IA5 vM;As, NV 89120 

BICDERMIS CORP. 
ATm:JEFFs- 
3078 EAST SUNS!D RD. SUIm #l 
LAS vms, NV a9120 

BICDYNAMIC -IEs, INC. 
ATm:DANNY HolxzmN 
1425 EAST NDIEORT CENTER DR. 
DlGZWXD BENZ, ?X33442 

BICiXNAMIC -IEs, INC. 
ATTN:DANNYHCGENAN 
1425 EAST NEWKXTCENTERDm 
DEXRFIEUI BEACH, FL 33442 

510(k) No: I<991311 
PfKNEINo: 8X3-709-5646 

510(k) No: K991432 
PHONENO : 8X3-709-5646 

510(k) No: K991741 
PBONENO: 818-709-5646 

510(k) No: K992517 
FWNENO: 8X-709-5646 

510(k) No: K992528 
FJHCNENO: 818-709-5646 

510(k) m: K990955 
F%TCXtENO: 630-690-8339 

510(k) W: K991604 
FTscm No : 800-322-3729 

510(k) No: K992146 
PXNENO: 8Qo-322-3729 

510(k) No: K990436 
PHONENO: 954-421-3166 

510(k) No: K990481 
PHONENO: 954-421-3166 

DEVICE:WtZiLT3EWYME~ 
SE DFZISICN MADE: 02-JLW1999 
510(k) .mxmmw 

TESTKIT,MXX&BGlOO5 

DEVICX:BICXXFiZKlVI'ALT4ENZYMEZ~ TESTKIT,MXXLBG1007 
SE DECISICN MADE: 02-JUN-1999 
510(k) ts'mmmn 

DJXVICFn:BIaXEtCKHcx:ENZYMEIMEiIuNaAssw TEST KIT, l43DEL F&l027 
SE DECISICX'I MADE: 22-JUI.r1999 
510(k) STATmmc 

D?ZVIC!X: BI0XiEtCKFERRITINELISAt0XL,BC-1025 
SE DECISION MADE: 24-SE&1999 
510(k) Sr~?mmm 

DEVICE: BINXEXX IGEELISA, b0DELBG1035 
SE DECISION MADE: 21-SEP-1999 
510(k) STwmmn 

DEVICE: X0IFICATICNOF:BIC0FiRMFCMWXNDDRESSING 
SE DECISICN MADE: U-MAY-1999 
510(k) SUWWY AVAILABLE FIgsM FDA 

DEXICE:EiPI-FtXMSILIcoNESHEEX'II'G 
+?tZ DECISICN MADE: C%JUN-1999 
510(k) SWCEMmT 

DEVI~:WAFWDSlLICXXE!GELSHEEMNZ 
SE DECISIQI MADE: 3O-JUL-1999 
510(k) W 

DEiVICE:ULTIMAX~C rtivmsmmmsym 
SE DECISION MADE: 31-MMG1999 
510(k) STATmmU 

DEVICZ:ULTIMAXDISTALRADIAL (VOLAR) r..oxmGPLATEsYsTEM 
SE DECISION MADE: 17-HAR-1999 
510(k) W 
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BICXXNAMIC -lEs, INC. 510(k) No: K990513 DEVICE:ULTIMAXC0RTIC%LEcxJESCRE??S 
ATIIv:DANNYHOXXMAN FBCNENO: 954-421-3166 SE DECISION MADE: 17-MAR-1999 
1425 EAST NEMFORT -DR. 
DEERFIELDBEACX, FL 33442 

510(k) SlTiTEMEN 

BIOZAF'IK(MALAYSIA) SDNBBD 510(k) No: K993529 DEVICE:!XXlXRFREELATEX 
EINCCtVDGVLABELJNG CmIM(50MI~oR~) 

ExAMINATIoNGLovEs,mYMERoQATEDwITHm 

ATIN:SHUKURBINH&SRAN PHCNENO: 067 993 645364644% DECISION MADE: 29-DEC-1999 
PT 3307 JALAN AM 1 
ARw-bmmsLANmusrRIALPARK 
NIIAI, NE.GERI SFMBILAN, 

510(k) SUMM?@Y AVAILABLE FlX%f FDA 

BICHQRIZCbJS~ SY-, INC. 510(k) No: K990277 
ATTN:DIANAMEASrON F%KNENo: 205-967-7880 
CtQJZpERINETERPARKSOUIH 
SUITE 230, t!cu-m 
BIIiMINGHFM, AL 35243 

BIOL?%SE~LGY,INC. 
m:ANDm KYWMEL 
981 C?GlX AMANEQER 
SAN -, CT+ 92673 

510(k) No: K990219 
PBONENO: 714-361-1200 

BIOLX%TEUmXGY,INC. 
ATIN:IaAMiMRI!ZXU 
981 CALLE ~bmmm 
SAN -, CA 92673 

510(k) No: K991994 
F?XXE NO : 949-361-1200 

BI~IC%LY~~ 510(k) No: K992144 
ATINZANGENAPAREKH PHCWJNO: 810-982-7777 
17 B ST. 
mRTHuEIoN,Ml48060 

BI@XNEXTC~I.0XES,INC. 510(k) No: K993708 
jYrl!N:EuGENECHIRSCHKOFF CTXNENQ: 858-463-6300 
9727 PACIFIC HEIGHTS BLW. 
SAN DIEXX, CA 92121-3719 

BIoMATSCIENCXS,INC. 510(k) No: K992838 
DCADI-lEREDcACTIVATGR,ADI-JJG?E~ 
ATIN: IVAN &?iaaaL ESONEIW: 301-652-3327 
5612 GLENWXD RD 
BEIHFSDA, MD 20817 

BIC&fEDDIAGXXTIC!S,INC. 510(k) No: K993033 
~RX%EKJ?DHAT.L PHxiE'm:408-451-0400 
1430 KOLL CIRCLE. SUITE 101 
SAN JOSE, ca 95li2 

DEVICE:O-RING- 
SE DECISION MADE: 09-APR-1999 

510(k) SUb@ARY Am FRQM FDA 

DEVICE:MXXFIC%!I'ICNOF~ 
SE DECISICN mDE: 24-FE&1999 
510(k) SUMMARY AVAILABU FRG4 FDA 

DEVICE:TWILIGE?I' 
SE DEXXSICN MADE: lo-SEP-1999 
510(k) SUMMARY AVXLABLE Fmd F13A 

DEVICE: BIOPFUZIRIMMED~~ 
SE DECISION MADE: 22-SE%1999 
510(k) SDbfQQY A- FEUX EDA 

DEVICE: BIQ@GNEZ!IC tlmmmmsIESMAGNEs36oo~LEHFADm 
SE DECISION MADE: 03-DEC-1999 
510(k) SU?HGtY AVAILABLE FIXX DA 

DEvI~:~~cDM)ITIoNER,ADHEREpRIMER,ADHERF:LcADHEsIvE,~~ 

SE DECISICN WE: 15-N(xr-1999 
510(k) SUMM?@Y AVAILXGX FEMM FDA 

DEVICE:INI'RAYGC 
SE DECISICN MADE: 16-DE%1999 
510(k) SUMMARY AVAILXUZ FRQd FDA 
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BICMEDPIMDUCTS 
ENE 150 

ATIN:- THY- 
5262 VISTA GRANDE DR. 
k54AmlJ ROSA, a 95403 

BICMEDIC&LIFESYSImS,INC. 
ATTN: RICHARD SAXON 
2448caDESwAY 
VI=, CA 92083 

BICMfCDICALpRcBIu(=TsaH?. 
ATm:FRAN WHITE 
15 OAK r53rFmE 
BEVERLY FARMS, MA 01915 

BXCHEDICS 
ATTN:BRUC%FMACKLER 
536 RIWAU ECmEVAm 
LmANGELEs,cawo20 

BICHEDICS 
IJ.0FAcIAT.l b5aFGmf 
ATTN: EFUC v r-tcHENsTEIN 
6911 MELFSE AVE. 
msANGEus, ca90038 

BICMET~,INC. 
ATlmMIwLn 
~INDUSJJRIALPARK 
P.O. BOX 587 
WARTAP?, IN 46581-0587 

BICMEZ'M7NJFYiCNRIW,INC. 
m:MARY - 
AIRmRTINDuSTRIALPARK 
P.O. E?OX 587 
WARSAW, IN 46581-0587 

BICMEZ,INC. 
ATrN:FRED l"tcaum 
AImawINDumPARK 
P.O. EOX 587 
WARSAW, IN 46581-0587 

BICMET,INC. 
ATTNtMAR!zL!xsmNEN 
AIRmRTImuSmIALPARK 
P.O. Box 587 
blARSiW, IN 46581-0587 

510(k) No: x991199 

FRONENO: 707-576-1924 

510(k) ND: K990230 
PHONENO: 760-727-5600 

510(k) No: K992915 
F'EONE No : 978-927-3808 

DEVICE: BIOWI'ENTIAL SKIN mE,mELSENE 300, EME200, ENEloO, 

SE DECISICN MADE: 22-JUN-1999 
510(k) SIIAT!i?Nmr 

DEVICE:I%ECmO-NEWEST- TENS, mEL "Lx" 
SE DECISICN MADE: 19-AUG-1999 
510(k) .YmImmm 

DEVICEi:CNE-SmPtOUBLE-CHEK~TEST 
SE DECISICN MADE: 18-New-1999 
510(k) SUMMM!i Am Ff0f FDA 

510(k) IW: K984583 DEVICE:THEBIOPLWESHUNT'CNNECIOR 
PEKNENO: SE DECISION MADE: 15-M?%-1999 

510(k) STATLER 

510(k) No: K992330 

JPFDNE No : 323-549-9500 SZ DECISION MADE: 23-W-1999 
510(k) SUMMARY AVAlI?@W FR@l FDA 

510(k) IQ K992301 
PHONE ND : 219-372-1644 

DEWIC!E:FWJNITESCREW 
SE DECISION MADE: Ol-SEP-1999 

510(k) SUMM?@Y AVAILNZE FRaM 

510(k) No: K993111 
FfOIE No : 219-267-6639 

DEVICE:ASCENl'KNEESYSTEN 
SE DECISICN MADE: 05-ocT-1999 

510(k) SUt@ARY AVAIWBLE F!FxN 

FDA 

FbA 

510(k) No: K981996 
PHom No : 219-372-1568 

DEVICE:TITANIUMFEMZALCWCNENT 
SE DECISICN MADE: lO-MAF-1999 

510(k) SClNNWf AVAD%BLE m FDA 

510(k) No: K982095 
J?KNE No : 219-267-6639 

DEVICEi:L&ZJ%RBM!iNISCALREPAIRDEVIm, 
SE DECISION MADE: 27-JAN-1999 

510(k) .%&NARY AVAILABLE FRZd FDA 



SUEHI'ITEFtADDF%SSLISTIIGFoRCD~SUEWANTIALLY~ (SW 510(K) 
FCR FINAL DFCISICNS RENDERED DURING THE! PERICD 01-&W-1999 

- OR 510(K) - 
TBROUGH 31-DEC-1999 

BICMET,INC. 
ATIN: FRED MCCLURE: 
AIRFmTINDusIRIALPARK 
P.O. BOX 587 
WARSAW, IN 46580 

510(k) No: K983036 
PmxJE ND : 219-372-1568 

BIaMFT,INC. 
ATIN:TPACEYJBICKEL 
AIRFomINDuSmIALPm 
P.O. m 587 
JWFGAW, IN 465814587 

510(k) No: K984028 
PHONENO: 219-372-1761 

BICMET, INC. 
ATIN:PA'IRICIA BERES 
AIFmmINDusIRIALPARK 
P.O. BOX 587 
WiJRSAW, IN 46581-0587 

510(k) NO: K984054 
FWNE No : 219-267-6639 

BICN&T,INC. 
Alrm: FRED l4c3xum 
AIRRxrINouSTRIALPARK 
P-0. BQX 587 
wAFCWd, IN 46581-0587 

510(k) ND: K984154 
PHCNENO: 219-267-6639 

BICMEfl?,INC. 510(k) NO: K984209 
sTEELl-scREw,sIioRTTHREAD,~ 

A!I'lN:DAUNE HUFZIGERBINKWY mVENo:219-$??6~ 
AIRKmINDuSmIALPARK 
P.O. EtOX 587 
I@.RSAW, IN 46580 

BICNET,INC. 510(k) No: K984296 
AT'IN: D= HUE'ZIGER BINKTeEY PHNE NO : 219-267-6639 
An-mxrINDUSTRIALPARK 
P-0. a>X 587 
WARSAW, IN 46581-0587 

BIW,lNC. 510(k) No: K984408 
ATlNzPATRrCIA SANDmBERES PHONE NO : 219-297-6639 
AIRRxrINDUSTRIALPARK 
P.O. BOX 587 
WRSAW, IN 46580 

BICMET,INC. 
m:FRED MCCLURF: 
AIscmINDusTRIALPARK 
P-0. BDX 587 
WARSAW, IN 46581-0587 

510(k) No: Kg84623 
PiCKNEW: 219-372-1568 

DEVICE:SINGLEAXLETWl?ALELHow 
SE DE'CISICN MADE: 30-APR-1999 

510(k) SU2MW.Y AVAIUUW = FDA 

DEVICE:'IWNENBIo-NmRE E8DOHE24DS 
SE DECISICN MADE: 19-JAN-1999 

510(k) SUMHRY AVAIUBLE FIw3kl mA 

DEVICE:~V2REVISICNKNGSYSTm 
SE DM;ISION MADE: 3O-JU&1999 

510(k) +SUMARY AVAILMLE FMN FDA 

DEVICE: APFpORcuSCnATEDLINEExTENSION 
SE DECISION MADE: ll-FE&1999 

510(k) SUbMARY AVAILABLF: FFcM FDA 

06JAN-2OGcl 
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SE DECISION MADE: 03-FE&1999 

510(k) .9WGRY AVAIL'GU FfiaM 

DEVICE~:~IZEDINI%GAL 
SE DECISICN MADE: 18-FEB-1999 

510(k) SU?&N?Y AVAILAEm FRcH 

DEVIU?,: 130 MODIFIED INnGRAL 
SE DECISION MADE: 12-FEB-1999 

510(k) .SUN@RY AVAIMBLE Fmd 

DE?JICE:WXIM~ MJI.DED FOLY TIBIA 
SE DECISICN MADE: 05-?&R-1999 

510(k) SUbNARY AVAILmLE FRaM F13A 



SUBMITTERADDRESSLISTItGFoRcalRHsuBs?i4NTIwY EgurvALwr (=) 510(K) 
FDR FINAL DECISICNS RENDERED DURING THE PEFUCD OlJAN-1999 

W OR 510(K) -S 
= 31-DEC-1999 

BIoMGT,INC. 
ATIN:DALEWi HUFZIGERBINKLEY 
AnmxcINDUSTRIALPARK 
P.O. BOX 587 
-, IN 46581-0587 

BIcmrr,INC. 
AT-!x:mwLn 
AIRxRrINJU~PARK 
P.O. EDX 587 
-, IN 46580 

BICMET,INC. 
ATm:MIcNELcEL~ 
AImxrINDUSTRIALPARK 
P.O. BOX 587 
iG!RSAN, IN 46580 

BICNET,IItC. 
2WllV:TRACY BICKEL 
AIRmRrINDU~PARK 
P.O. BOX 587 
'SiPSAW, IN 46581-0587 

BICWT,INC. 
ArITN:FRED MaLuRE 
AIRKmINDuSTRIALPARK 
P.O. Box 587 
WARSAW, IN 46580 

BICMTT,INC. 
ATIN:DALENEHUFZIGEFt BINKJiEY 
P.O. L#IX 587 
WARSAW, IN 46581-0587 

BICM&l',INC. 
ATIN:FRED McrnJRE 
AIFmKrINOusrRIALPAm 
P.O. B3x 587 
WARSAW, IN 46581-0587 

BIC.MJ?l',INC. 
ATIN:DALENE HUFZImBINKLEY 
AIFRxvINDU~PAF?K 
P.O. BOX 587 
h?kDSAW, IN 46581-0587 

510(k) No: K990032 
PKNEIGO: 219-372-1612 

510(k) No: K990290 
??EDNE No : 219-267-6639 

510(k) No: K990291 
PHCBE ID : 219-267-6639 

510(k) No: K.991009 
PHONE ND : 219-372-1761 

510(k) No: K991298 
FFKXIfZNo: 219-372-1568 

510(k) No: K991428 
FHXENO: 219-267-6639 

510(k) NO: K991585 
FWNENO: 219-372-1568 

510(k) No: K991708 
ET-IONENO: 219-267-6639 

SE DECISICN MADE: 18-FEB-1999 

510(k) SWMAEtY AVAILAEU FRaM FDA 

DEVICE:CR~NIOFRCIALCALCIUME'~%@HATECERAMIC:~FILLER 
SE DECISIcfJ MADE: 18-W-1999 

510(k) SUMNtY AVAIL?WE = FDA 

DEVIC%:::mtEPpIN 
SE DECISICN MADE: 23-MAR-1999 

510(k) .SUMMARY AVAIIAEW FRm ?DA 

DEVICE:FtCBUITREs 
SE DEISICN MADE: 23JuN-1999 

510(k) SUMMARY AVAILABU FRCN FDA 

DEVICE:J%NEMLJImSCF&WSYSTEM 
SE DECISIc;N MADE: M-MAY-1999 

510(k) SUWA?tY AWJUE%mE FIMM FDA 

DEVICE:ATEWKNfIESYSTEM 
SE DECISION MADE: 21-&W-1999 
510(k) SWMAF?i AVAILMLE FFW FDA 

DEVICEi:BIWLAR,SHNLDERPROSTHESIS 
SE DEUSION MADE: 18-AUG-1999 

510(k) SUMMRRY AVAILABLE: FFUN FDA 

DEWICE:ZIRocNul 22.22t"M -c PDDULAR BEADS 
SE DFCISICN MADE: 3O-JUL-1999 

510(k) SUMVARY AWUL?@LE FRaM FDA 

06-.AN-2ooO 
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~~BMTTIERADDRESSLI~TINGFCR~~HSUBSTAWIALLYEQ~I~~;L~T (=I 510(K) 
fiwi FIN?& DEISICNS REND- DURIIG 'II-IE! PERICD Ol-JAN-1999 

- OR 510(K) - 
THWJGH 31-DEC-1999 

BICW.C,INC. 
m:FRED l4cxuRE 
AIRzmrINDU~PARK 
P-0. W 587 
LGIRSAW, IN 46580 

BIWE!-!?,INC. 
ATInl:MI~L~ 
AmEoRrINDusrRIATdPARK 
P.O. mX 587 
LWLSAW, IN 46581-0587 

BIaMFT,INC. 
A!mN:PATRIcIA SANDBoRNm 
AImcmINDusIQIALPARK 
P-0. Box 587 
iG.WSAW, IN 46581-0587 

BIaMET,IW. 
ATIW:DATiEiN HUFZIGERBINKLEY 
AIlwmINDU~PARK 
P-0. BOX 587 
WARSAW, IN 46581-0587 

BIaMFT,INC. 
?x!n?:MIG-mmLHcxmLEx 
AmmKrINDusIluALPm 
P-0. HOX 587 
-, IN 46581-0587 

BIQMGT,INC. 
ATrNzMAFuLvExzmEN 
Alxc!RrINDuSnuALPARK 
P.O. Box 587 
-, IN 46581-0587 

BICMET,lNC. 
ATlm:PATRICIA SANDmm 
P.O. B3X 587 
lGiRSAW, IN 46581-0587 

BICMET,INC. 
ATrNtMIcwELLEIL~ 
AmFoRTINDusIRIALPARK 
P.O. BOX 587 
5W?SAW, IN 46581-0587 

510(k) No: K991753 
F33CNEN3: 219-372-1568 

510(k) No: K991763 
p?HcNEKO: 219-372-1644 

510(k) NO: K991807 
PT-K3EiW: 219-267-6639 

510(k) No: K991987 
PHJW NO : 219-372-1612 

510(k) No: K991990 
PmNE No : 219-372-1644 

510(k) N3: K992058 
F'KN3 NO : 219-267-6639 

510(k) No: K992119 
FHONEIW: 219-267-6639 

510(k) NO: K992158 
PiENEW: 219-267-6639 

DEVICE:MXIMREWWfm b0LDEfD FOLY TIBIA 
SE DECISION MADE: 17-AG1999 

510(k) SWM?iRY A- m FDA 

DEVIC!!?,:I.ACIQ%RB BANDsYsTEM 
SE DECISICN MADE: 3-1999 

510(k) 5XMi?GY AWILABIE FFm FDA 

DEWICE:TITANIUM LCWPFGFILESCFGWS 
SE DECISION MADE: 08-JUL-1999 

510(k) 5xlMQWl AWULABLE IIIEi(%l FDA 

DEVICE:coLoRBUFFEDANSWER~~ 
SE DECISICN MADE: 28dUN-1999 

510(k) .SWlM?W AVAIL?mE FRaM FDA 

DEVICE:TRI-FQL?iRSYSTEM 
SE DECISION MADE: lo-SEP-1999 

510(k) SUMMARY AVAIUBLE Fi0l FDA 

DEVICE:BI-~RUCCUXRBEAD/NECK~~~E~SY~ 
SE DECISICN MADE: Ol-JUL-1999 

510(k) SUbWARY AVAILABU FRc%1 FDA 

DEVIC5:BIo-fryw3uLARSHCULDERSYSTEN 
SE DECISICW MADE: 13-SEP-1999 
510(k) .sWdARY AVAIL?Gm FIxx FDA 

DEiVICE:LAcTosoRB~ 
SE DECISION MADE: 20-AU%1999 

510(k) SUMQRY AD FFm FDA 

06-JAN-2000 
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BICPIET,INc. 
ATIN: FRED MaTAmE 
AnmxrINDuSmIALPARK 
P.O. BOX 587 
-, IN 46581-0587 

510(k) I'0 K993945 
PHCNE NO : 805-522-6223 

1420 LI=Is AMZELESAVE 
SUITE 201 
SIMC vALT;FI, CA 93065 

BICNIKE,INC. 
AlrrN:cLFvEwIp;IRD 

510(k) No: K99028O 
FJIXNENO: 805-522-6223 

1420 Lfx AtGEms AVENUE 
SUITE 201 
SIMI VALLEY, CA 93065 

BIONX IMPLANTS, INC. 
A!JTN:JCNA!MANSKAH?iN 
555 13111 tfZREEX, N.W.- 
B,M=20004 

BIONX IMPLMlZ, LTD. 
m:mJA Atw?xA 
P.O. Box 3 

BICNX IMPLAK& LTD. 
m:luIJA AImMA 
P.O. Em 3 
-6-8L 
-1 

BIONX IMFUNIS, LTD. 
238030, 239020, 239025, 239030 

ATIN:mJA AIwmLA 
P.O. Box 3 
-ML 
-, 

BIC%X IMEQNTS, LTD. 
5 
m:mJA AmAL?i 
P.O. Box 3 
-6-8L 
-, 

510(k) No: K994038 
PHONE No : 219-372-1568 

510(k) No: K982721 
FHXEPKJ: 202-637-5794 

510(k) No: K992567 
PBONENO: 358 331 65600 

510(k) No: K992947 
pH3NENO: 358 331 656CCI 

510(k) No: K993073 

ERCNE No : 358 331 65600 

510(k) m: K993074 

PHCNE ND : 358 331 65600 

DEVICE:KmJLARRFRZ-IHIP 
SE DECISION MADE: 22-D-1999 

510(k) SUMlAFU AVAIUBLE FIiQM FDA 

DEUICE:BICNIKEAQFHENCYCLIDINE(FCP)TEST 
SE DEcISIC% MADE: Ol-DEC-1999 

510(k) SUMARY AVAILABLE FRaM FDA 

DF~VICE:BIONIKE~~;?E%?~RBI?VRATETEST 
SE DECISICM MADE: 28-Jm-1999 

510(k) StMGFU! Am Fir&f lTlA 

DEVICZ: BIQSORBFX 2.0/2.4 ~CANDMANDIBULARFIXATIONSYSTEM 
SE DECISION MQE: ll-FE33-1999 
510(k) SUM?GU! AVAIL7-UE.Z FFQl FDA 

DEVICZ:ANA!KmCx,BANKAwT TACK, l+3DEL 523520A 
SE DECISION MADE: 27-AUG1999 

510(k) SUMMARY AVAIUBLE FK% FDA 

DMCZ:cNMJLATEDm 
SE DECISION MADE: 21-SE%1999 

l43DELS 22454OC, 22457oC 

510(k) SUMM?m AVAILABLE Ffm FDA 

DEVICE: +SM?iRT SCREiW AQ, fCDEZS 237020, 237025, 237030, 238020, 238025, 

SE DECISION MADE: 06-DFC-1999 

510(k) .TmmRY AwIL?UZE FR% FDA 

DEVICE: SM?mT NAIL MODELS 521516, 521520,521525, 531516, 531520. 53152 

SE DECISION MADE: IO-DEG1999 

510(k) SUMQRY AVAIUiBm FK%f EDA 
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BIONX INRANTS, LTD. 
ATIN:TUIJA ANNALA 
P.O. Box 3 
-6-8L 
-, 

BIOPIASTICS 
ATm:cLAIRE BMI(3N 
34655 MILLS Km 
N. -, OH 44039 

BIOFWL INTL., INC. 
ATIN:MICWiELDBIcK 
6025 NICOLLE ST., SUITED 
vEInmA, ci# 93003 

BIOPFo (Mj SDN BHD 

ATI%:JIM IALEJ 
LoT14, FT.4204 LINGXARN SULTAN 
HISHWUDDIN, IXXIW FOFcT INDU. 
pofiTKcANG,DELlWOR, 

BIOPW, INC. 
A!rm: CIWM, L,GlRmisKE 
171mtimsEr 
FcmHumN,MI48060 

BIOGAFEDIAWXTICSCIXJ?. 
A!rJ%zSTEvENPTYEmEu 
300 KNI- PKWY., #150 
LlzmIN~,IL60069 

BIOSENSE WEEEXER, INC. 
ATIN: lsmom wItT.L!IAMsoN 
3333 DIA&%XJD CANYON RD. 
DIAbCND BAR, CA 91765 

BIQSENSE -, INC. 
m: SANDRA w-lILm 
3333 DI?4dCfQ CRNYCUV RD. 
DIAXND BAR, CA 91765 

BIOSENSE, INC. 
ATl'N:MAFCiX LEATH?@l 
3333 DIWCND C?QWON RD. 
DI%%XD BAR, CA 91765 

510(k) No: K993453 
!iKJNENo: 358 331 65600 

DEVICE: MENISUJS ARFIOW, MZiXiX 531110, 531113, 531116 
SE DEYXSICN MADE: 09-W-1999 

510(k) SUMMAF@ AVAILWLE FRaM FDA 

510(k) No: K991591 
F53CW ND : 440-327-0485 

DEVICE: BIOZ-ANE PATIENT RESTRAINT 
SE DECCSICX'J MADE: 29-JUL-1999 
510(k) .SrWmEm 

510(k) No: K983898 
FKNE PKI : 805-654-0643 

DEVICE:BICXLCJTAFCSEWITMTy 
SE DECISICN MADE: 06-JAN-1999 
510(k) S'mTmmm 

510(k) No: K992358 

F'HCm FO : 603 376 1390 

DEVICE:CORFGXTl-OUCH~ER~911LATEX EXAMINATIcGJGLMrEs, (BLUE) 

SE DECISION MADE: lo-SE%1999 

510(k) s%xmdm~ 

510(k) No: K990821 
Ft-XNE No : 810-982-7777 

DJZVICE:PFtQVlDENCECWSYSTEM 
SE DECISICN M&DE: 29-APFt-1999 
510(k) SUMWRY AWILX!XE FRX FDA 

510(k) No: K991850 
F?XN!3 IKI : 847-821-7300 

DEVICZ:SAFE~-HWETESTKITFWIXNITCRCNZ~INALC 
SE DECISIcbl MADE: 26-WV-1999 
510(k) +WbWAFZ AW FRX FDA 

510(k) No: K992968 
PHCNE NJ : 800-729-9010 

DEVICZ:CZRIOEPNAVIGATIcrJSYSTEM 
SE DECISION MADE: 29-SEE'-1999 
510(k) sSW%QY AVAILABLE FRX J!DA 

510(k) No: K993729 
PFfONE NO : 800-729-9010 

DEvI~:1\IcDIFIcATIcNTo~Ep~~~I~sY~ 
SE DECKSION MADE: 03-DEc-1999 
510(k) SUbWARY AVAILABLE FFW FDA 

510(k) NO: K990494 
PHXEN3: 626-939-8843 

DEVICE:~IFIWIONOF~ 
SE DECL'SICCJ MADE: 03-SEP-1999 
510(k) SUM!GRY AVAILWLE FwaM FDA 
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BIOSENSOR03RP. 
RJXN: l5aIEvE SPRIW 
11481FJUPPDRIVE 
BURN-, MN 55337 

BIWXNDESAWE,INC 
ATIN:coLLEEN HIITLE 
8000 - DR. 
IMXAWQX, IN 46250 

BIOSCUND~,INC. 
ATm: mLLEEN HITIZE 
8ooo - DR. 
mIANApoLIS, IN 46250 

BICH!AR,INC. 
ATIN:IiCGiBCBRIDEN 
6655 IM3faJuT RD. 
EaJLmR, co 80301 

BICXl.'AR,INC. 
ATIN:E8zGERcBRIDEN 
6655 TiXXCW RD. 
EKXJLDER, 03 80301 

BICXZXXiICAL03RP. 
ATIN:TERRYEL?W 
5990 - AVE 
SUITE 112 
PLEFSANTON, CA 94588 

BIQSYSAB(F'UBL) 
ATIWzJANEBC?4Q!ZLT., 
485ixFuxw 
(IIEKER, NY10918 

BIOSYSAB(PUBL) 
ATlXzJANEiBCAMPEiEW 
485IAFuxm 
(IlBSEG, NY 10918 

BIOIECXB, INC. 
ATIN:~ MEHRA 
6023 SCVMLCOPEAST 
J.aum, TX 77033 

510(k) No: K990956 
PI-DJENO: 612-890-5135 

510(k) No: K990360 
FT-ICCEND: 317-849-1793 

510(k) ICO: K990968 
FHNEiW: 317-849-1793 

510(k) No: K991828 
PHCNENO: 303-530-3888 

510(k) No: K991829 
FT-KNENO: 303-530-3888 

510(k) No: K992351 
FHCBE No : 925-737-1850 

510(k) No: K984580 
PHONENO: 914-469-4289 

510(k) No: K991446 ~ 
FWNENO: 914-469-4289 

510(k) No: K982298 
Pl-XXEIW: 713-643-0606 

D~~:BIOSENSORHOLTER~~SY~~~,~~1005 
SE DECISICN MADE: 14-JUN-1999 
510(k) SUIMARY AVAILMLE F%ZN FDA 

DEVICE: AU6 
SE DECISION MADE: 30-m-1999 
510(k) SUMlAW AVAIIXZE FfXX FDA 

DEWICE: E-SCAN 
SE DECISION MADE: 27-W-1999 
510(k) .!XWARY AVAZABGZ FMM FDA 

DEVICE!:SVUGBOIA 
SE DECISICN MADE: 19-ALG-1999 
510(k) ,SUMGRY AVAILABm FFMM FDA 

DEVIC!Ei:CJJIOXAOIA 
SE DECISICN MADE: 02-MY&1999 
510(k) SUM&RY AVAILABLE FFCN FDA 

DEVICE:~FIBRINSEALWSAPPLXXToR 
SE DECISION MADE: 08-0X'-1999 

510(k) SUbNWtY AVAILWCZ FwaM FDA 

DEVICE:BICXGfiChSYSTEM 
SE DECISICN MADE: 12-MAR-1999 
510(k) CJJWIGZ A= FRaM FDA 

DEVICE:BIOSACASYSTEM,HWL8OO 
SE DECISICN MADE: 23-JUI.r1999 
510(k) SUMQRY AWiXABLE ERCN FDA 

DEiVICEi:OPTIQaATT4EIAKIT 
SE DECISICN MADE: 03-FEB-1999 
510(k) .s%nmEm 
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BIUI'EQJECORP. 
AYrN:AriLEN REIGN 
900 N. SWITZER CANYON DR. #142 
FUGGSWF,AZ86001 

BIUI'ESTDIAG?CWICSCORP. 
ATIl'7:PATRICIAEBCNNESS 
66 FORD RD., SUITE 131 
DENVILLE, NJ 07834 

BICTE+?GTDIPI;NOGI?CS. 
A!t'IN:P?ZRIC!IAEBONNESS 
66 FORD RD., SUITE 131 
DENVIIU, NJ 07834 

BICfI'ESTDIAGNmZCSa%iP. 
A'l'lN:PATRiCIAE~ 
66 FORD RD., SUITE 131 
DENVILLE, NJ 07834 

BIGI'EST D IxmxcICSo3Rp. 
ATIN:PATRICIAEJxNNGSS 
66 FORD RD., SUITE 131 
D-, NJ 07834 

510(k) IW: K991650 
PEENENO: 609-397-8511 

510(k) No: K982272 BIUIRCNIK,INC. 
M 014 bW= 114156, GALM) F 014 -EL 115 487 GALE0 018 HI? 
ATI'N:DAvlD MAIWWU PHONE No : 888-345-0374 
6024JEANRD. 
LAKE OSWEKQ OR 97035-5369 

BIOTW=NTK,INC. 
7 

510(k) No: K993118 
FEBJEKO: 520-773-9488 

510(k) No: K983839 
PHXENO: 609-397-8511 

510(k) No: K983841 
PIENJZNO: 609-397-8511 

510(k) No: K983842 
PHONE ND : 609-397-8511 

510(k) N3: K990483 

ATI'N:JCN BRUMBAUZH ET-Km3 No : 888-345-0374 
6024 mm. 
LAKE OSWEEO, CR 97035-5369 

BImIK, INC. 510(k) No: Kg91169 
A!lTN:JON BRUMWGH PI-DiE'No : 888-345-0374 
6024JEANRD. 
IAKE OGWMX), OR 97035-5369 

BIUlRCNlX,INC. 510(k) No: K993139 
ATTN:JCN BRUMEWZI FfKmE No : 8a8-345-0374 
6024 JEANRD. 
LAK3 CEWEGO, OR 97035-5369 

DEVICE: BIUI'EQUE A-V. FISMA NEEDLE SET 
SE DECISION MADE: ll-D-1999 
510(k) SUM!GRY AVAIL?mE = FDA 

DEVICE:BIOTESTANTI-EBVREClNBINAIW 
SE DEWSION MADE: 09-JUN-1999 
510(k) SUbNARY AWGLAEEE FRCN FDA 

DEVICE:BICYI'ESTANTI-EBVR?%NBINANI',?ZBNAI~ 
SE DECISICN MADE: 09-JUN-1999 
510(k) SWMAW AVAILABU m FDA 

DEVICE:BIOIESTAWI-EBVREQ%BINAIW,EAIGM 
SE DECISICN MADE: 09-JUN-1999 
510(k) SUMM&RY AWUL?GiW = FDA 

DEVICE:WEiRITE'IuRBoKIT 
SE DECISI@l MADE: 12-JUL-1999 
510(k) SWNG?Y AVAILAEU FFUN FDA 

DEVICE: m HS 014 MZOEL 117 130, GALTm S 014 NXZL 115 488, GALEAC, " 

SE DECISICN MADE: 08-JAN-1999 
510(k) SUMMARY A- FF@l FDA 

DEVICEi: RETRDX RX 45JBp 124774, 53-JBP 124775, 53-BP 124776, 60-12477 

SE DElcISICN MADE: 03-JON-1999 
510(k) .SUWARY AVAILAEU = FDA 

DEVICE: SX 53/15-BP, McZDm 124 853, SX 60/15-BP, Hm$L 124 854 
SE DMJISICN MADE: Ol-JUL-1999 
510(k) ,SUWNU! AVAILABLE = FDA 

DEVICE: YP 45/15-BP; YP 53/&BP; YP 60/15-BP 
SE DECISICN MADE: ll-DEC-1999 
510(k) SDMM?W AVAZABUZ FRaM FDA 
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BIOlT&NtK,INC. 
S M)l-A 

510(k) IQ 

ATIN:JCN BRIJMEi?iUZH PKNENO: 
6024JEiWRD. 
IAKE OSWEGO, CR 97035-5369 

K993434 

888-345-0374 

BIPZU?E,INc. 
ATlN:DURMUS KCCZ-I 
31INDuSTRIALm. 
m, NJ07647 

510(k) No: K983650 
ETFCNENO: 201-767-1993 

BIRDF'RCDUCTSaxP. 
m: DARTin SHELBY 
1100 BIRD CEWIER DR. 
PALM SPRINGS, CA 92262 

510(k) No: K993449 
FJHONEiNo: 800-232-7633 

BISCQINC. 510(k) No: 
A!tTN:KATHRYNBP~ FT-KXlENO: 
11cnwEsT LFWSNGPARKRD. 
SCHA-, IL 60193 

K992248 
847-534-6146 

BISCX),INC. 510(k) No: 
ATl'N:KATHEYNBPA!ITEWN FWONSNO: 
lloowESTIRVImPARKm. 
-, IL 60193 

K993192 
847-534-6146 

BIsc0,I.W. 510(k) m: 
IITIN:KNHRYNBP~ PHONENO: 
llOQwEsrrRVImPARKRD. 
ScHAIlMBuRG, IL 60193 

K993488 
847-534-6146 

EL%WG,L'ID.,DMSICNOF -510(k) No: 
ATIN: J. FINWEY KNAUSS PHOXZNO: 
11874 SZmN EVELYN CLRCLF, 
HOUSLDN, TX 77071-3404 

K982034 
713-723-8169 

BrzAsEMEDICALEkyJIpMENTLTD. 510(k) No: 
A!rTN:FmNC1sxc4SEY FFDNENO: 
12601l?EsEmmm 
m: FRANcIsxcAsEl 
-, FL 32826 

K982132 

En.mSEMEDIc%LEryImLm. 510(k) No: 
A!rm:FRANc1sxcxEY pHcNEN3: 
12601REsmRcH‘~ 
ATT: FRANcIsxcasEy 
ORTANCO, FL 32826 

K982137 

DEVICE: PIKGS 01, PIKOS EOl, PIKW 01-B, PIKCXS EOl-B, PIKCG 01-A, PIKC 

SE DECISIm MADE: lo-NOW1999 
510(k) SLR%ARY AVAIl&ZE FRaM FDA 

DEVICE:BlTOREEGiWZN DILTZATI~CNHETEZ 
SE DECISICN MADE: ll-FEEi-1999 
510(k) SUbNARY AVAILABLE FliaM FDA 

DEVICE: BIRD V.I.P. GOID/STERLIN 
SE DECISION MADE: 20-DEC-1999 
510(k) SUWWY AVAILABLF: = FDA 

DEVICE: PasTaEMENTHI-X 
SE DECISICN MADE: 25-AUG1999 
510(k) SUWWY AVALZABLE FRQM FDA 

DEVICE: ILLUSICN 
SE DECISICN MADE: 27-CCT-1999 
510(k) SU&WRY AVAJI?mE FF0d FDA 

DEVICZ:LIGt-TI'~ 
SEDEcISICN&?ADE: 10-W-1999 
510(k) S@WARY AVAILABLE FIiQM EDA 

DEVICE:E-F%XSYS!l?EN 
SE DECISICN MADE: 19-FEB-1999 
510(k) SUbWRY AVAlmBW FF0t FDA 

DEVICE:BLEASE 62OOANAEsTHEsIAVmTImmR 
SE DEZCSICN MADE: 15-AF'R-1999 

510(k) S%T~mtm 

DEVICE:BIEASE~INEGENIUSFWGE -IA MAclHINE 
SE DEXZSICN MADE: 09-API?-1999 

510(k) SrAmmm 
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-MANNHEIMo3Rp. 
ATIN:MIKE FLIS 
9115 HmJE RD. 
INDIANAPDLIS, IN 46250 

BOEHRWGERMANNHEIMCORP. 
ATIN:PRISCIIUA~ 
9115 HWUE FoAD 
INDIANAPOLIS, IN 46250-0457 

-z"f?mHEmcoRP. 
ATIW:PRISCILUAHAMILL 
9115 HWUE m. 
INDIANMXKJS, IN 46250 

~MANNHEIMOCSIP. 
A!Iclx: PRIscmAHAMIL;L 
9115 H?GuE ROAD 
INDIANSOLIS, IN 46250-0457 

BZWITIRESEAZd 
ATIN:PATRrCK Bz&wANN 
26OoscumRANEy 
EFFINGHAM, IL62401 

KxwmI-,INc. 
A!rIN:PA!eRICK B?mMhNN 
26OOScmHRmEY 
P-0. WX 1367 
EFFD, IL62401 

EWIQ'IBICMEDICA, INC. 
LOT KIT 
ATIN:DEBRAAPETIT 
375 WEST ST. 
WEST -, MA 02379 

Em!mNMfcDIc7&axP. 
-1 

ATIN:TIWTHYFHAND 
12011 cxJILmm RD. 
ANNAeoLIS JUNCTICN, MO 20701 

510(k) IW: Kg83047 
PKNEIW: 800-428-5074 

510(k) No: K.984326 
PHONENO: 317-576-3723 

510(k) No: K984419 
PHCNZNO: 317-576-3723 

510(k) No: Kg84425 
PI-KNENO: 317-576-3723 

510(k) No: K990156 
PHONENO: 217-342-3412 

510(k) No: K993115 DEVICE:MLJLTTTAKSS 
PHONE No : 217-342-3412 SE D!ZCISIoN MADE: ll-DEC-1999 

510(k) SUbNARY AVAIUmZ FRcpl FDA 

510(k) No: K980351 

PHONENO: 508-580-1900 

510(k) ND: K981947 

PHcNEm:80&45e-O304 

DEVICE: BBI-BIOIECH RESEARCH m B. BI@lWESTERNB 

SE DECISICN MADE: 05-MAR-1999 
510(k) iWMARY AVAIUUU FRoEl FDA 

DEVICE:SlZfULZFWDERFREENITRIzF, L5xFGmSrn( ITAmmAL,BLuEm 

SE DECISION MADE: 03-M?iR-1999 
510(k) W 

BosrcN MEDIc4L T?KHDIEIEs, INC. 510(k) No: K991831 
AmN:DcmLD BI7oKs PHONENO: 781-213-9200 
591 NOWH AVE., SUITE 5 
wAKEFIELD,MA01880 

SE DECISICN MADE: ObEB-1999 
510(k) ,SUMARY AVAIUBLE FRcN FDA 

DEVICE:EL@ZYSIGEASSAY 
SE DECISION MADE: 08-FE%1999 
510(k) SUWARY AWUL?WJZ FRCM FDA 

DFVICZELECSYSI~GUHECK 
SE DEX!ISICN MADE: 02-FEFh1999 
510(k) SUMGRY AvAIIl1BLF: FFtm FDA 

D~~:~IFIcaTIcruOF~IsETsERuMPRoTEINScALIBRAToR 
SE DECISICN MADE: 2O-JAN-1999 
510(k) SUbWRY A- FI%ZM FDA 

DEVICE:MULTITAKSSBDTIWS 
SE DECISICN MADE: 05-M7Gt-1999 
510(k) .SUM@RY AVAIIAEW FIicpl FDA 

DEVICE:BNl?ANSCmEHEALTH~ 
SE DECISICN MADE: llJuN-1999 

SYm, mEL 1.1 

510(k) SUMMFW AVAILABm FWSM FDA 
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m SCIENL'IFIC CQ?P. 
m: LAURA l.flmlm 
CNE BcIslfoN SCIENTIFIC PL. 
NATICK, MA 01760-1537 

E?XXBJ SC~IFIC CYZP. 
m: LAURA l.%mDANo 
CmEmxN?xIEmIF1cpL. 
N?YMcK, MA 01760-1537 

EX?S?XN SCIENTIFIC CORP. 
ATm:sTEvE .Jwzwcum 
2710 0Fcm.m PKWY. 
SAN JOSE, CA 95113 

EWICN SCIEIWIFIC 03Rp. 
~URRAIiZMEGWL,EX 
CNEFQSIQNSCIENMFICPL. 
NATICK, MA 01760-1537 

EJX'lD+ SCIJ!Nl'IFIC XRP. 
m:ABBY LIPMAN 

SCIENTIFIC PLACE 
EIZ 01760 

EBICN SCIENTIFIC 03Rp. 
AT!N:DANIEXnJDILLCN 
ONE BXYXX SCIENTIFIC DRIVE 
NATICK, MA 01760 

EKBICN SCIENTIFIC aX%'. 
ATIN: SUSAN POOL 
2710 ORCHARD PARKWAY 
SAN JOSE, CA 95134 

EEZCN SCIWTIFIC CORP. 
IvERYsYm 
m:m EilimmT 
5905 NPiEmN LANE 
PL-,MN 55442 

E%'J?Xt SCIENCIFIC CXRP. 
A!MN:sTEvE JFlANceTsKos 
2710 CXG-BRD PKWY. 
SAN JOSE, CA 95113 

510(k) Fo: K982326 
PHcNElNo: 508-650-8173 

510(k) m: K982363 
F'ENE NO : 508-650-8173 

510(k) No: K983171 
FlmE No : 408-895-3529 

510(k) No: K990295 
FWNENO: 508-650-8172 

510(k) NO: K990864 
EFDIENO: 508-650-8249 

510(k) ND: K991056 
pHoNENo:50%650-8751 

510(k) m: K992309 
PHONE NO : 408-895-3608 

510(k) No: K992510 

PHONENO: 612-550-5642 

510(k) m: K992777 
Pl-ENE No : 408-985-3529 

DEVICRMEDI-TECHDIALYSISCXWI'ERV~ 
SE DECISION WE: 12-JULr.1999 
510(k) SUNlARY A'JAILWU FRX FDA 

DEVICE: CWXS THRcklBM;naMyWSYsm 
SE DECISION MADE: 23-F!EB-1999 
510(k) SDNMhW Am FFXN FDA 

DEVICE: CCN- IONMULTIPIE 
SE DECISION MADE: ll-MAR-1999 

EXECIWDEPACIIGANDRE@XDINGSY~ 

510(k) ~'ATWSQ 

DEVICE: Ecm~ AWXx? SYSTEN III (BAs III) 
SE DECISION MADE: 05-MAR-1999 
510(k) .SUQ@@Y AWQIABLE lR%l FDA 

DEVICB:SPEEDEWDsupEFTvTEw MULTIPLE: ERND LIGAVX, MODELS 4225, 4228 
SE DECISION MADE: ll-JUN-1999 
510(k) SW%?ARY AVAILAEm FR.Xl FDA 

DEVICZ:WATZXBW ERIERAL~ISWIMUNISTEPDFUXERYSY~ 
SE DECISICXJ MADE: 22-JUN-1999 
510(k) SUMH?BY AVAIUKLE FRB FDA 

DEVICE:~~,VESSELD~ 
SE DEfZ!ISICm MADE: 07-ocT-1999 
510(k) SUWARY AVAILXUZ FwaM FDA 

SE DECISION M&DE: 18-NCW-1999 
510(k) .%MN?BY AvAlLABLE FRX EDA 

DEVICE: c?iXmIm -, t%XX3L 8039 
SE DECISIGN MADE: 12-NOW1999 
510(k) .SUMMmf A- FlMM FDA 
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= SCIEfiTIFIC WRFOR&TI~ NOHTSlO(k) No: K9936-48 
FlAMmms- 
Firm: CYNDY ADAMS 
17425 N.E. UNION HILL &XX%I 
REDMOND, WA 98052 

FFDW ND : 425-556-1570 

BosrcN SC!IEUl?IFIC SCIMED, INC. 
TEN 
ATIN:~W~ 
5905 NATHAN LANE 
MINNEAPOLIS, MN 55442 

BXICN SCIENTIFIC, TAXE!T 
ATm:Jm m 
479OOBAYSIDEPARIWAY 
FFBDNT, CA 94538 

Bx3sToNScIENT1FIc/SCIMED 
ATm:MExl?wm FusKA 
oNEscIEMDF!LAcE 
MAE'LE GWVFz, MN 55311-1566 

7227 NOKtl-3 I-BMIJX Am 
SKCMIE, IL 60076-3999 

- 03. 
ATINzMlID~MGOiXXTEIN 
7227 NOKi'H HAMLIN AVENUE 
SKQKIE, IL 60376-3999 

-QxIp. 
ATIN:DAVID NORBERG 
11481RUFPDRIVE 
-, MN 55337 

-CORP. 
ATTW:DAVlD m 
1148lRUF'PDRIVE 
BURN-, MN 55337 

BRAHMSD- Ial, LI.c 
ATIN:H.LEZ HERRON 
29F!xxJTHmm- 
NoRcacGs,GA30071 

510(k) No: K993232 

PKNEND: 612-694-5642 

510(k) No: K991139 
FFlCNENo: 510-440-7836 

510(k) No: K992l.23 
PHCNE ID : 800-553-5878 

510(k) NO: K991687 
FtDNFlNo: 708-679-3400 

510(k) No: K991902 
I?iGNE No : 847-679-3403 

510(k) No: K993617 
FTKNE No : 612-890-5135 

510(k) No: K993618 
FT-KYENO: 612-890-5135 

510(k) No: I(992790 
PHCBJENO: 770-449-7738 

D~~:~R~IoM1LANGIOpLAsTysY~~~THE~RMlsLINKMC 

SE DEZISICN MADE: 24-WV-1999 
510(k) SWWiRY AVAIUBLE FX&i FDA 

DEVICE:~BILIARYENmPROSTHw ISANDUNISTEPl%USDELIVEFtYSYS 

SE DECISION MADE: 30-DEG1999 
510(k) SUMMARY AVAIUBLE F'fXX FDA 

DEVICE:GUUIELMIDEXACWQU(Q3c) 
SE DECISION MADE: 22-DEC-1999 
510(k) SUbWARY AVAILABU FI&X FDA 

DEXICE:SCIMED IMPuLsEANGI(x=RApHIc~ 
SE DECISICN MADE: 23-A%-1999 
510(k) SUMMARY AVAIUBLE FIMM FDA 

DENI~:~IFI~~ToLINERII:soFTRELINELIQuID 
SE DECISI(3N MADE: 07-CCl!-1999 
510(k) ST?Qmmr 

DEVICE:LCPIT&FISSURESEALrmT 
SE DECISIGN MADE: 2-1999 
510(k) .tXWmmU 

DJZVICE: DIG1 TFmmJJsmLTER~m 
SE DE!ZtSIoN MADE: 24-W-1999 
510(k) SU@ARY AVAIUBIZ m FDA 

DEVICE:DXPlOOOHOLTERRlmX?DER 
SE DECISICN WADE: 24-NC%1999 
510(k) SUNMARY AWULABLE FIX&l FDA 

DEVICE: BRAHI%SDI&XXXICADYNOTESTANTI-TG 
SE DECISION MADE: 12-W-1999 
510(k) SUMMARY AVAIL.XU mEBM FDA 
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IAcxcmxCA Lw 
Iik!zz?H:m HER& 
29scvIHPEAmSTREEr 
Nxcxxxs,GA30071 

BRAINLAB- 
ATIN: 
31coHANSENmY 
EuaDmG 4A, MUWl?Z)P E233 
POLO ALTO, c4 94304 

BRAIMABM 
A!llN: 
31OOHANSENwAY 
EiuILDm 4A, MAILSTOP E233 
PALoATs& a94304 

EQ?AmLm USA, INC. 
A!rIN:ERIc LINcQmST 
31OOJ%NSENwAY 
l3uILDm 4A, MAILsmPE233 
PAmAIm, CA94304 

AT.lX:SUSAND G 
55NcmRFBNE3LvD.,SuIm200 
GFmT NECK, NY 11021 

EE%!smm USA I, L.P. 
ATIN:azmmIExsPARADICE 

- 1679 KEKWX Sm DRIVE 
ATIAWA, GA 30338 

EmuNAG 
L IFtT3020/3520 
ATINzFFWCf?SEHARRISCN 
10421 PACIFIC C!BVIER CWRT 
SANDIEGQ,CZi 

EzwJNGMEH 
ATTN:LAURA GUY 
10421 PACIFIC CERI!ER CWFZ 
SAN DIMX), Ca 92121 

B.REmmm TEtcHNomIEs CmP. 
ATm:mcflKmAHpI=N 
11mOmsImJPAFmw 
CAR!c', NC 27709 

510(k) No: K992791 
E%-DENo: 770-449-7738 

510(k) No: K983410 
PlBtENo: 

DlWICE:EBAi%GDIZGkXTICaDYIWIZQ ANTI-TFo 
SE DECISION M&DE: 12-W-1999 
510(k) SUM?Rf A= FF0d EDA 

DEVICE:@TBFxXr 
SE DECISION MADE: 17-SEt.P-1999 

510(k) .SZQmmm 

510(k) No: K983831 DEVICE:vECIQWISI~ 
F-HCNEND: SE DECISION MADE: 19-&W-1999 

510(k) STAmNEm 

510(k) NO: K983660 
FFIONENO: 650-494-7240 

DEVICE:EXUX'FW(BRAJWBPATIENTFQXTICNINSYSTEM) 
SE DECISICN MADE: M-JUL-1999 

510(k) S'mmmm. 

510(k) No: K990538 
PHONE NO : 203-431-1511 

DEVICE:BRAINMAsTER2EMBUIEANDS0F'IVBREBIOFEED~~DEvIcE 
SE DECISICN MADE: 19-MW-1999 
510(k) S&WARY AWULAEXE FFcM FDA 

510(k) 1\K): K983223 
PHONE No : 770-355-9980 

DEVICZ:DENlRLSTERLIZ?QIONTRAY/C%SSmm 
SE DECISICN MADE: M-JAN-1999 
510(k) smmmcr. 

510(k) No: K983295 

??i-KNE No : 619-458-227-7 

DEXfCE:BR?UNlZ%WHXN IxT3020/3500 CNE siEDmS EAR -, MBE 

SE DECISION MADE: 15-MAFG1999 
510(k) SUMAFtY A- FFUN EDA 

510(k) ND: K992468 
FENENO: 858-458-2290 

DEXtCE:ERAUN TtmmxANm3mINFARE13~ 
SE DECISION MADE: 2occT-1999 
510(k) sSUMH?W AVASLXLE FRN FDA 

510(k) ND: x990659 
E'HCXIE No : 919-462-2214 

DEXtCE:N?BiLAIFtE 
SE DECISICN MADE: 2WQV-1999 
510(k) SUMM?W AVAIIABU FfMM EDA 
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BREWi IZIQEmnTI- TRADING am??mO(k) No: K990351 
m:IIssEM BEDAYAT PHONE NO : 306 934 8270 
214-111 RESEARCH DRIVE 
-\I, -, 

BRECXA II\ITERMITIm TRADING cmm510(k) No: KP90353 
A?iTN:RssEM HfmAYAT FHXJENO: 306 934 8270 
214-111 FZSE?RX DRIW 
-, -, 

BFSK%A INIEFWGICT?AL TRADING CC%lPA510(k) No: K990355 
ATJm: ASSEM HEDAYAT FWNENO: 306 934 8270 
214-111 FGSEARX DFUVE 
-, --, 

BHXGEFtBICHED,INC. 510(k) No: K984197 
ATIN:BFWCEGRIJEEB ??lKNE No : 406-586-7666 
2430 I'DFOX 71H AVE., SUITE 4 
E4zzEMm, Ml? 59715 

BRIGHrmI~rNSTR~s 510(k) No: KP92898 
ATl!N:RXERi?ESIW%'SON FTDNE NO : 877-527-4448 
799 N.E. 71ST ,STREES 
EKmF@lIcN, FL33487 

BRlGE%WHoIDINGsSDNBHD 510(k) No: X991750 
ECWAINRC5OMUXORLESSOFbATEREXRCIXUFRXEIN 
ATI'N: G. BFSKARAN PHCNENO: 603 3431007 
B?auBELAH 
KIAWSEUWORDARULEHSAN, 

BFCt-HOLDINGsSDNBHO 510(k) No: K991752 
@WAININGl5OMTG4CRSESSOFWAT!ER~PRXEINPEi 
ATIN: G. E?ASGWW PKmENo: 603 3431007 
BAwBExAH 
KLANGSELANGQRDARUL~, 

BFU- HOLDS SDN BED 510(k) No: K992020 
FTxmNo: 603 3431cO7 

BRIGI-ESWXHOLDINGSSDNBHD 510(k) No: K992021 
ATIN: G. BASKARAN ET-EUENO: 603 343 1007 
LOT 1559, JAIAN IsTrn, 
BATUBELRH 
=r -, 

DEVICE:ECN!ZSCRE%m 
SE DECISICN MADE: 01-JuN-1999 
510(k) s'mv 

DEWICE:tTWIU%S 
SE DECISION MADE: 
510(k) STAITEMENI‘ 

DEVICF,:STAlXE% 
SE DFCISICN MADE: 
510(k) smxlmmw 

DEVICE:FL~ 
SE DECISICN MADE: -_- . 

STEELFIXATICNPINS 
Ol-JuN-1999 

sTEELsoFTsuTuREwIRE 
08-JuL-1999 

~ICAL MESH 
07-JAN-1999 

DEXICE:?HEBRIGHTMEDICALDILATIONl?EZRA~SY~ 
SE DFiCISICN MADE: 21-0X-1999 
510(k) SWMARY AVAILMU FlXM FDA 

DEVICE:BRIGHr.WAY 

SE DECISION MADE: 
510(k) fixmmmm 

DEVICE:BRIW 

SE DECISION MADE: 
510(k) STATmWT 

DEVICE:BRIGHIWAY 
SE DECISICN MADE: 

510(k) fimi" 

DEVIC!Fi:BRIGRlWM 
SE DECISION MADE: 

510(k) Smtmmtr 

EmNDBLuE(xRLcRLATM J=mmmI~GLovE,mmm 

23aJN-1999 

BRANDBLuEaxQRLA!rEx Ex?!MmvIGNGLmE,Fw?mREDc 

23-JuN-1999 

BFwDLA!rEx~I~GuxrEs-STERILF: 
26-JUL-1999 

(l-J)=) 
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BRI- HOLDINGS SDN. BID. 
ATIN: G. BASARAN 
Im 1559, JAL?m IW 
m!IuBEI.mI,~ 
SELHWRDARULEiBSAB, 

Bl?I- HOLDINGS SIN. BHD. 
ATIN: G. BASIWWJ 
Lm 1559, Llml-AN LtmMEm 
BATuBEm-I,KLANG 
sELANcx3RDARULEHS?N, 

BREHWE l!KXBIsIGs SDN. BHD. 
ATIN: G. BRSKARAN 
m 1559, JALW ISTIME?iB 
BAnrBELAH,~ 
SELplNGoRDARULEUSAN, 

BRI- JBLDINGs SDN. BHD. 
A!lT?:G. MSKARAN 
ID!2 1559, JAT.AN 1STm 
mBELAH,KLANG 
SELMGWRDARULEHSAN, 

BRI- HOLDINGS SDN. ERD. 
-1 

ATIN: G. BASKMAN 
r.m 1559, JXAN LsTIMEm 
BATuBl!mH,KLANG 
ltzxAmxDARuLm, 

BFCtGI-lIWN l-DLDINGs SDN. BED. 
ATI'N: G. BXKAFWV 
Ior 1559, CJALlw 1STm 
EWUBELAH, KLANG 
SELAMXBDARULEZHSAN, 

BRI- HOLDINGS SDN. B&ID. 
ATIN: G. BASKARAN 
LOT 1559, JALAN 1srm 
BATuBEIAH,KLmG 
SELAbWRDARULE?lS?N, 

BRIm EESLDINGS SDN. BID. 
1 
ATIN: G. E?ASKWW 
UYr 1559, J7mN 1STm 
BmTJEmAH,xLANG 
BLANGORDARUL,EHSAN, 

510(k) ND: K990539 
PKNENO: 603 343 1007 

D?WICE:EW.IGHmAYEWAN!JLATEx 
SE DECISIC0J MADE: OP-APR-1999 

ExmN7mcrJGLovEs(mEx~) 

510(k) tCx%mmr 

510(k) No: Kg90540 DEVICX:EiRIGHIWWBRAMDLATM lzxAmxmIcxJ~ 
FJHONENO: 603 343 1007 SE DECISION MADE: 09-Am-1999 

510(k) STATEmm 

510(k) No: K990541 
PEWNO: 603 343 1007 

DlWICE:EBIGHl?,QYBRANDNITRILF: 
SE DECISION MADE: OP-APR-1999 

ExTMRmMoN GlnlE (rnER FREE) 

510(k) sI21TEME1\pT 

510(k) No: K990542 
PHBENO: 603 343 1007 

DEVIC?Z:EiRICHIv?ME%?JWDNITRILE 
SE DECISICN MADE: OP-APR-1999 

.iimmmQIcNGLovE (LIGBTLY ?x%mmD) 

510(k) mxI!mmc 

510(k) I0 K990543 

pE%)NENO: 603 343 1007 

DEVICX:EBIGHBiXfEBANDF0LYMERCT.XTED~ EzomlmTImGLclvE(mm 

SE DECISION MADE: 09-APR-1999 

510(k) S'mTEmm 

510(k) No: K990876 
PHONENO: 603 3431007 

DEVICE:BRIGHIWAYE@ANDBIxIENI~ 
SE DETCISICN MADE: 23-JUJ+1999 

ElxmINmIoNGLlxlEs (mm) 

510(k) tTINmmm 

510(k) No: K990878 
PHCNZNO: 603 343 1007 

DEVICE:EBIGHIWAYBRANDEiLUENITRILE 
SE DEXXSION MADE: 21-&W-1999 

EmMIN?mcNGmvES(FcxiDERFREE) 

510(k) fiTmm%m 

510(k) No: KP91939 

FHCNEND: 603 343 1007 

DEVICFi:EiRIGHIBYEiRANDNITRILESUXICN,GLovEs-STERIm (POWDER-FREE 

SE DECISION M&DE: Ol?Mr1999 

510(k) .s'WZmW 

(Im pFLcnEIN ‘) 
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BUSINESS SuPEmT m. 
X, 25-xXxX MICFu3 - 

510(k) No: K982365 DEVICE:ATRAUGTICVAXULAR 
(2T&lPs mEL # 75-Oxxx. ATRAUMAT 

CIAMF’S, l+KXIEL #‘S 22-xXxX, 23-xXxX, 03-60x 

ATTN:D?GQRSMASER PEEN?, No : 312.042 89591 SE DECISION MADE: OS-APR-1999 
AMSTEL 320-I 510(k) STATmEm 

BUSINESS SUPFORT INrL. 
10 & BELL 1002 010 
A!LTNxDZXX+RSM%SER 
ZAbBlXL 320-I 
-, 

BUSINESS tsuPFcmm. 
ALE), AND5001 003 (MALE) 
ATINzDAGXARSMAsER 
-320-I 
-=f, 

c. HAFNExm&m. 
ATIN:JCHNFLE&lKEX 
~FIRST~ICXQRT.,PLAzA 
7owEsT M?msmsr.SrJIm 3300 
CIII-, IL 60602-4207 

C.B. m OX, INC. 
ATIwPEmmsRE1aGKcz 
1050 -m AVESRTE N.W. 
-, DC 20036 

C.R. BARD, INC. 
A!lmI:sANDRA pE7fmmm 
25 CNFUIER DR. 
HAVEEHUL, MA 01832 

C.R. BARD, INC. 
ATrN:Muu~ cToNxm 
129 (XwcoRD RD., E&lx. 3 
BIILERIC4, MA 01821-7031 

C.R. BARD, INC. 
NCIABLF: 
ATIN:DEBoRAHLHERRIIwlrwv 
55 TEcHNoLoGy DR., SUITE 1 
IXXiELL, MA 01851 

C.R. BARD, INC. 
AlXV:DEBXAHL~ 
55 TM)w;ILoGyDR., SUITE1 
LckJEL;L, MA 01851 

510(k) m: K990923 DEVICE:VJBINGENTITANIUM l?wzHESIs(m)‘caRIo,m~~1mo 

pf-KNEzNo : 011 312 04289591 SE DECISION &t&DE: 31-MMb1999 
510(k) SUM&&X AVAIUBLE FFGf EDA 

510(k) No: K991324 DEVICE:TI'ANIUMVCCALFtXDMEDIALIZ~ IMl?uwr, mELs 5001 001 (Ffm 

PHONENO : 011 312 04289591 SE DECISION MADE: 18-M&Y-1999 
510(k) SUMAR!f AVAILXU FRaM FDA 

510(k) No: K990670 
PENENO: 312-372-1121 

510(k) No: Km990597 
IWINE NO : 202-857-6378 

510(k) No: K990514 
PI-ENENO: 978-373-loo0 

510(k) No: I(991375 
PH3E NO : 978-262-4867 

510(k) NO: K992373 

PHoNENO: 978-323-2216 

510(k) No: K993ooO 
FTDJENO: 978-323-2216 

DEVICE:BELIOFoRMGOLD-BAfm)ALmY 
SE DECISION MADE: 02-AE'R-1999 

510(k) SOM-MY AVAIUBLE FI%% FDA 

DEVICE:SUMER'sEvELuBRmmx my 
SE DEX!ISIcN MADE: 19-JUL-1999 
510(k) S'mnmmc 

DEVICE: KXIIFICIATION OF BARD Q&VX'UM (XR, bQDEX, H-6770VR 
SE DECISICN MADE: OP-MR-1999 
510(k) S!mTmmr 

DEVICE:BMDBALbXX INFLATION SYSIXM 
SE DECISION MADE: lo-SEP-1999 
510(k) SUMM?@Y AVAILX&E FXM FDA 

DMCE: ORBITERSTDiXXQSTIC EUXTRODECATHEIXR&ORBITERSTEXIENsIc 

SE DECISION MADE: 05-Nov-1999 
510(k) SUM!ARY AVAIUBLE FR% FDA 

DEVICE:BARDHYDEXX'HILICCTXI'EOGUIDEWIRES 
SE DECISION MADE: 02-NOV-1999 
510(k) SUMMARY AVAILXXE rmcyV FDA 
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C.R. BARD, INC. 
A!rTN: GEx3FGIAcAEwNATHy 
8195 INDU~ BLVD. 
CDVDECN, GA 30209 

C.V. ANUS ABADI -iNnmwna 
ATINtANWARFIRM?iN 
J7UNsWPBARU,IW23 
MEDAN, 

cmc3M- 
A!ITNzRON FISHFXL 
3301 mFLANs RD 
SUITE 104 
IRVING, TX 75061 

CADIrnAl: 
m: BETrY Iax 
CmMEmCALFuxE 
l"iTJNDmIN, IL 60060 

mm -, INC. 
ATIN:DAVIDCBISmlP 
605DlI.WXlXm 
-, PA 19335 

CaMBRlDcTEHEAKc, INC. 
XiT'NzJOHNDV 
20310 SW 48T-I ST. 
FT. LAUDERDALE, FL 33332 

cnmIGE.rr,INC. 
ATIN: w.EDwARD JCHANSEN 
11661 SAN VI- E4mLEmm 
Los-, c.7490049 

c24laRmcs, LTD. 
ATIN:- KRrEDw 
MEmCxJSYsTEfrls 
900 FTALNVT RIJIXZE DR. 
HARTAND. WI 53029 

cTMrFmICS,LTD. 
A!rm:FclBERT KRIEDERMANN 
MEmCALSYm 
900 WALNUT RIDGE DR. 
HAKEAND, WI 53029 

510(k) No: K993464 DEVICE:E?J!RDEXI.C.PEDIATRICFOLEYC~ 
PXBE No : 770-784-6454 SE DECISICN MADE: 10-D=1999 

510(k) SUMWY AVAILABU Fi=cM FDA 

510(k) N: KP91155 DEVICE:~pIxJDERFREELATM ExAMINATIcNm 
J?HXE iW : 626 155 775857306SE DECISICN MADE: 21--JUN-1999 

510(k) No: Kg91844 
PBZENO: 888-655-5010 

DEVICX:pwlGLAss 
SE DEcISIcXV MADE: 21-JUL-1999 

510(k) fnAw%m. 

510(k) NO: K990809 
P NO : 847-949-3109 

DEVICE:C?+DISUXBELXZMNIC WPE 
SE DECISION MADE: 09-JUN-1999 
510(k) SUMMARY AVAIUBLE FIXM FDA 

510(k) No: K990641 
PHONE No : 610-942-0219 

DFXICE:C~~LTAGFJWALHEHXLOBINTEST 
SE DECISICN MADE: 17-SEF'-1999 
510(k) tXW!ARY AtQIIMlX FTUX FDA 

510(k) No: KP83102 
F?iawl No : 954680-2548 

DEVICE:CZiRDIACDIiXNH'I cSY~mm~2ooo 
SE DECISION MADE: Xi'-APR-1999 
510(k) SUMMV AVAIUBLE FTMM EDA 

510(k) No: K983739 
PI-KNENO: 310-826-4902 

510(k) No: Kg90066 
Pl33NE No : 414-367-0700 

DEVICE:OPIUM, -msYsrEM 
SE DMJISICN MADE: 19-.JAN-1999 
510(k) S?aTEayIENT 

DEVICE:CXDGWERA,MXZL9000 
SE DECISION MADE: 17-M?iR-1999 

510(k) SWNARY AVAILmU FFQ4 EDA 

510(k) px): K.992259 DENI~:EG~WARDIGRAE'HYSYSTJ~NSERIES~~OOO 
PHCNEIW: 414367-0700 SE DMIISICW MADE: 08-SE%1999 

510(k) zTmm&MJ 

510(k) SUM%iRY AVAILWIE FXGl ??DA 
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SUEHI'MERADDRFSSLISTINGF0RCDFMSUKSANTIATsLY - (W 510(K) 
FOR FINAL DECISICNS RENDEFBD DURING THE PERICX) Ol-JAN-1999 

m CB 510(K) STATEMENlls 
m 31-DE%1999 

C?dRD GUARD SCIENYFIC 
ATrN:m 

SURVAVG, LT5lO(k) NO: K990478 
TRAW EWNENO: 972 894 846al 

2PEKmIsm 
-, 

CWD GUARD SCIENTIFIC ,SURVN%, 
ATIN:- w 

LT5lO(k) No: KQ91307 
FmNE No : 972 894 84600 

2PERERIssT.,ScIExEPARK 
-, 

C?+RD GUARD SCIENTIFIC 
AlmJ:- 

SURYGAL, LT5lO(k) No: KQ92164 
- PHCNENO: 972 899 484600 

2PERERISsr..Sc~PARK 
=, ’ 
CARD GUARD SCIBVIYIFIC SUNIVAL, LTSlO(k) No: K992696 
m:LEoNID B FKNENO: 972 894 84600 
2EmEEusST..scIENcEPARK 
-, 

CARD GUARD SCIENTIFIC SURVIV%, LTSlO(k) No: Kg93799 
A!rIN: LEx3NID TRAW FTWNElNo: 972 894 84600 
2PEFmussr.,ScIENmPARK 
-, 

CaRD GUARD SCIENTIFIC SURVIV& LTSlO(k) No: KQ94009 
m:- B FT-DNENO: 972 894 84600 
2FmmIsST.,ScImCEPARK 
-, 

cARDIAcPAmmYscmP. 510(k) No: I(982540 
, ~O~~,~M'RIALHIGHDENSITYARPAYDEPI~YM~KIT, 
A!ITN:ERIN DIGNAN PI-ICNE No : 408-737-0505 
995 EENECIA AVE. 
.!WNWU, CA 94086 

CARDINZPATfBJAYSCGRP. 
EmADmcABLEs 
A!lITNcERIN DIGNAN 
995 !3ENEcIA AVE. 
-, CR 94086 

510(k) No: I(990795 

PHONE No : 408-737-0505 

CARDIMA, INC. 
ATIN: L!xssLm TRIM4 
47266 EiENICIA ST. 
lLcaxxr, CA 94538-1372 

510(k) No: KQ72803 
ERONEiNO: 510-354-0300 

DEVICJZ:CARDGUARD,~ELG-6550 
SE DECISICN MADE: 31-AUG-1999 
510(k) STATEmm 

DEVIcE:TELEMFDICINE2OCU 
SE DECISICN MADE: l4-JUN-1999 
510(k) STFmNmr 

DEvIcE:TEUBGZDICIiB2~ 
SE DFXZISION MADE: 30-AU&1999 
510(k) ic?mmam 

DEiUIcE:Mx: MINmmIm,Mc41EL~5m 
SE DECISICN MADE: 07&Z-1999 
510(k) STATmmw 

06-JAN-2ccKl 
Page 71 

DEVICE:C.G7~XECGRECZD~TFwSmTmR 
SE DECISION MADE: N-DE&1999 
510(k) m AVAILAEm m FDA 

DEVICFc CG-21OOMw:TRANSMIT'BZR 
SE DECISION MADE: 21-D-1999 
510(k) SUNMARY AVAILABLF, FFU.f FDA 

DJiYICE:MERcaTDRATRI7&HICd-IDENSITyAFBAY CaTHETERmELs, 7005, 7006 

SE DECISION MADE: 27JAN-1999 
510(k) SUMMARY AVAlUHZ FEMM FDA 

DEVICE:MEZCN0RA!IRI?GKBlDENSI'IYARRAY czaHmER;caRDIAcP~s 

SE DECISICN MADE: O%J'UN-1999 
510(k) SUtwGU AVAIUE%E FFaf FDA 

DEVICE:TRACERC%-T-WMAPPINGDEVICE 
SE DECISION MADE: ll+AY-1999 
510(k) SUMM?mY AGYUAETZ FRaM FDA 
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cz?mm, INC. 
A!rm: SBELLEY TRIm 
47266 BENICLA s!r. 
FREKXi', CA 9453%1372 

CARD10 THXACIC SYSTEMS 
M'IN:MICHAEYLJBlXIG 
lWN.TAtfTAUAW 
OJPEWIIQ Ca 95014-0739 

CnRDIO THsAcIC SY- 
ATIN:MI~ BILLIG 
10600N.TANTAUAVENUE 
CUPERTINO, CA 95014-0739 

a%uxO~an?P. 
ATIW:JCHN IAVIOI.Zi 
20ocascADEEiLVD. 
MILFORD, CT06460 

cARDI~cIcSYsTEMs,INc. 
ATlX:MIKEl BILLIG 
10600NXIH'ANiNJAVJMJE 
CUPERTINO, a 95014 

cxRDI~Icsy~,rNc. 
JSlT%:MIKE BIILIG 
10600NORlHTNVl.WAVE. 
aJPEFcIN0, CA 95014 

CARDIOVAWJLWD~ICS,INc. 
m: FJE!rER SaYIT 
5301 DEPB DR. 
RALFXGH, NC 27616 

CaREm, INC. 
Alrm:mm I-KNC 
1124 DaMINIQN COURT 
-, VA 22102 

C&RESIDE, INC. 
ATlNzKE%N!ZHBWARCX 
610OBRIsr0L~~~wu 
CULVER CITY, CA 90230 

CwESrnE, INC. 
ATINz~BASARCH 
6100 BRIsrOLPARHdAY 
UJLVER CITY, CA 90230 

510(k) No: ~974683 
PHONENO: 510-354-0180 

510(k) I\y3: KQQ1073 
PHONE ND : 40%342-1700 

510(k) No: KQQ2833 
PBONE NO : 408-342-1700 

510(k) IW: K990429 
PkENE No : 203-301-6212 

510(k) No: KQ82419 
ETDNE!IKl: 408-342-1700 

510(k) p93: KQ83270 
PXNENO: 408-342-1700 

510(k) M% KQ90566 
PFKNENO: 919-874-6103 

510(k) I\K): KQ84025 
EaoNE No : 703-448-9644 

510(k) No: KQ90009 
!?i-KXE NO : 310-338-6767 

510(k) No: x990024 
PIDENO: 310-338-6767 

DEVICE:NAVIZWU'D~ TIP GUIDING CXMX!ER 
SE DEXIISION MADE: 22-JUN-1999 
510(k) SUM%RY AvAILABLe FRaM FDA 

DEVICE: AClER%WURES 
SE DECISION MADE: 3O-JUL-1999 
510(k) SUMMY A= FfMM FDA 

DEVICE:%CUUMASSISTSTABILIZER 
SE DECISION MADE: lo-NOW1999 
510(k) SUMMY Am FRaM FDA 

DEVICE: WDIFICATIONOFVEXtURI VENl?lIAYtOR 
SE: DECISICN MADE: 24-FE%1999 
510(k) V 

DEVICE: HEtAKI!-LIFT BXXKN FC6ITICNER 
SE DECISION MADE: 13--JAN-1999 
510(k) SUMA?V AVAZABIZ FEiQM l!DA 

DEVICE:VOYAGERQUADCYiNNWX 
SE DEXXSION MADE: 28-JUI.r1999 
510(k) .SUtM%u AvAILABLe Fw3M FDA 

DEVIC!E-i:TASANAiXZER,WDEL1009 
SE DECISION MADE: M-MM-1999 
510(k) SUMMARY AVAnHiLE FIMM FDA 

DEVICE:CNZ!TENS 
SE DECISICN NADE: lo-FEE-1999 
510(k) SUNMARY AVALLABLE FIiaM FDA 

DEVICE: CaREsmEAST 
SE DECISION MADE: X&AR-1999 
510(k) SUbWiRY Am FRQM FDA 

DEVICX:CARES~EALKALINE~PBATASE 
SE DECISICN MADE: 13-xX%-1999 
510(k) SUMMARY AVAILABL FIX&l FDA 
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CARESIDE, INC. 
ATI'NzKENNEXRBASAWH 
6100 f?mmPARKhTw 
aLvER CITY, CA 90230 

awsSrnE, INC. 
ATIN: KENNETHBASAFtCH 
61OOBRIsrOLPARKwAy 
CULVER CITY, a 90230 

c?iRESrnE, INC. 
IITIN:KENWlXBASARCH 
~~~OBRI~~~LPARN@~Y 
CULVER CITY, CR 90230 

cx?ESrnE, INC. 
ATINzKENNEZHBASARCH 
6100 BFctsrrlLpAF@J&Y 
CULVER CITY, CA 90230 

CAFesIDE, INC. 
ATIW:NENIWTHBASARCZ 
6100 BR.ISI~JLPAR@W 
UJLUER CITY, Ca 90230 

CWESmE, INC. 
ATIRKENNEXHBASSARW,PHAFN 
61OOEiRISI0LPAFWJAY 
aJLmR CITY, a 90230 

c?+RESrnE, INC. 
ATI'NtKENNEXHBASAFtCH 
61OOBRIS'IOLPARKWAY 
CZJLVEEt CITY, CA 90230 

UiFtESrnE, INC. 
A!lTNzKENNEXHBASARX 
6100 ERIS'IULPARWAY 
alLm CITY, CA 90230 

CARESIDE, INC. 
A!tTNzKETWETHBASARCH 
6100 BRIS'l?XPARIGW! 
CULVER CITY, CA 90230 

CARFsrnE, INC. 
ATlXzKENNJWHBASARCH 
61OOBRIST0LPAEtKNiY 
CULVER CI!n!, CA 90230 

510(k) No: K990025 
EXNEID: 310-338-6767 

510(k) No: K990036 
PKNENO: 310-338-6767 

510(k) No: K990434 
Ff-ENEND: 310-338-6767 

520(k) p;rci: K990439 
EWNEiIW: 310-338-6767 

510(k) ND: K991065 
PHCNENO: 310-338-6767 

510(k) No: KQ91371 
l!%TNENo: 310-338-6767 

510(k) No: KQQ1717 
FKNENO: 310-338-6767 

510(k) No: K992475 
pHoNEM3: 310-338-6767 

510(k) No: K993634 
PIKQENO: 310-338-6767 

510(k) NO: K993771 
PHONENO: 310-33%6767 

DEVICE:CTiRFSmEAMYLASE 
SE DECISION MADE: 08-FEE-1999 
510(k) SUMGRY AVAIUEGE FRaM FDA 

DEVICE:CARESmELYTES,C7GESmEANXLYZERMXZL1COO 
SE DECISICN MADE: H-MAR-1999 
510(k) SUMl?W AVAIXGLE FIMM FDA 

DEVICEZ: =mECKMB 
SE DECISION WE: 19-APR-1999 
510(k) SUMGRY AVAILWLE FRXI FDA 

DEVICE: CARESmECK 
SE DEXXSION MADE: lQ-APR-1999 
510(k) SUMM?W AVAILABU FRX FDA 

DEVICE: CARFsmEPT 
SE DECISION MADE: 26JuG1999 
510(k) SUM+RRY AVAIIiWU FRX.l FDA 

DEVICEi: CAREsmEjWWNIA 
SE DECISICN MADE: 03-AZ-1999 
510(k) tSUN%RY A?JAIMZE FFXN EDA 

DEVICE:~mEbG 
SE DJXXSICN MADE: lo-AW-1999 
510(k) SUM&WY Am FRCN FDA 

DEVICE: caRFsmEa2, !tWlX 
SE DEXXSION MADE: 15-SEP-1999 
510(k) ,SUWARY AVASLABLE FRX FDA 

DEVICE:CARESmEANALYZER 
SE DECISICN MADE: 02-DE&1999 
510(k) SUMM?Y AWGLABLE FlXM FDA 

DEVICE:CRRESmEDIREtCl?BILIFUBIN 
SE DECISICX'l M&DE: 27-DEC-1999 
510(k) SUMMZW AVAZAEEE FEMM FDA 
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CAFC ZEISS, INC. 
ATIN:SaXTAALIN 
ONE ZEISS DR. 
'-ESWCD, NY 10594 

510(k) ND: K983868 
EFKBENO: 914-681-7880 

cIJmTER--, INC. 
ATIN:MAuREEN GARNER 
HALFACRERD. 
P-0. Box 1001 
-, NJ 08512 

510(k) IW: KQ92232 
PBONE No : NO-619-6344 

(BSCO-mDIpL;NcGTICS c?aKxwION510(k) No: KQ92034 
A!.llTI:IGiREN HICKM PHCNENO: 207-878-7550 
500 RrwxSmEINDuSTRIALlpKwy. 
FtIsamD, ME 04103 

C%SOB-~D~CS aXwX&TIc%SlO(k) No: KQ93014 
A'ITN:KAREN HICKFX 
500 RlxaRsmEINDuSTRIALpKwy 
KXXKAND, ME 04103 

casEMEDIaL,INc. 
ATIN: M?acIA FR.mzE 
65 RAILRaW AVE. 
P.IEEFIELD, NJ 07657-0402 

clY?vnmm INC. 
ATrN:RI~ KEEN 
1151 EglpE SerRFET 
r5xRME'm, CT 06907 

m ?JwvAT1oNs, INC. 
ATJXRCGERLFUCXINS 
3598 WEST 1820 SCIITH 
SALTw(ECITY, UT 84104-4859 

cYYEEmR INNcmTIas, INC. 
ATrN:ExxERLRI~s 
3598 WEST 1820 SCUTH 
SALT IAKJ3 CITY, WI! 84104-4859 

cELLRcBYrIcs, INC. 
ATTN:RXALDKTBBDIIK 
2715 EXiWEiEW PARKWAY, NE 
v, NM 87107 

F’IdlE’ No : 207-878-7550 

510(k) No: x982151 
FTKNfSIW: 201-313-1999 

510(k) No: KQ90058 
pI%=NENo: 203-329-2700 

510(k) No: K991897 
PHCNENO: 801-954-8444 

510(k) No: KQ93860 
PHCNE No : 801-954-8444 

510(k) No: K983673 
FTHONENQ: 505-343-1131 

DlWICE:OPMI'IWINEBsuEK;IcALMI~~ 
SE DECISICN MADE: 29-.X%+1999 
510(k) SUMNAW AWiILX&E FEiaM FDA 

DE?JICX:FIRSTRESKXWEl-STEP- 
SE DEXXSICN MADE: 21-D-1999 

510(k) SUNWW AVAIL?UE FRX FDA 

DEVICX:DocuMENTTWROmC%L*VER 
SE DECISION MADE: 23-JUL-1999 
510(k) SUWARY AVAILAEW FiXM FDA 

DEVICE:b%ZDIFICXJ!IC@7TOM3[XTMENT ~mcpiL.vER 
SE DECISICN MADE: 26-NOW1999 
510(k) SUbNARY AVAILZUZ FROM FDA 

DEVICE: SI'ERITITE PFfXESS INDICUURA~ 
SE DFXJXCCN MADE: OQ-FE%1999 
510(k) W 

DEVICX:QMsMAPPIbZSYS!IEM,MXZL2ooO 
SE DECISION MADE: 15-DE01999 
510(k) SUMMhRY AVAILXU FIX&f FDA 

DEVICX:C%TBlERIIVNXATIcNS mKX?T 
SE DEXXSICN MADE: 21-0X?-1999 
510(k) SUbNARY AVAIL%IE FFXBf DA 

DEVICE:CWHElXRINNovATIONS lMpLANITlBLE 
SE DECISICN MADE: 03-DFiC-1999 
510(k) ,!UMW!f AVAILMSZ FFGl FDA 

DEVICE:I&XI'IE 
SE DECISICM MADE: 15-JAN-1999 
510(k) SUbNARY AVAIUELZ FRQM FDA 

06-JAN-2Oco 
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SUEiMITTERADDF?ESSLISTlXFtXClNH~Y~ (SW 510(K) 
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SUMMARLFS OR 510(K) -S 
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c!iawmna CDRP. 
A!lTN:NITZA K?iTZ 
100 FCC. 520 
B, NJ 07751 

- INC. 
AlTN:JOHN DISCKO 
770 RlmR ROAD 
SHELm, CT O&B%-5458 

-m, INC.!. 
ATI.N:JCXNATmNsKAHAN 
555 THIEiTEENIH .ciamm, NW 
m, M=2cml-1109 

c!ER?@Dm, INC. 
ATTN:CX0LJMXEUB 
515 SHAKERIIO 
EAST -, MA 01028 

OPTEC, Ire. 
ATlN:CWi0LJMBEU0 
515 SH?mRFicm 
EAST -, MA 01028 

-m, INC. 
AlTNtCAFi0LJMXEU0 
515 SHAKER RmD 
EAST -, MA 01028 

-ENr., INC. 
-14-550. 221-24-550 
m: Rim KAISER 
8021 C!APMEL ST. 
GILSOY, CA 95020 

c%ml!ERMEDI~, LTD. 
ATIN:DAVID HERGLE 
1805 V AVE. 
-, NJ 08701 

-m, INC. 
ATI'N:CBEWLGDYEX 
4717 ADAMS m. 
-, TN 37343 

510(k) No: KQQ2397 
FBMENO: 732-536-6457 

510(k) I0 KQ92629 
PFKNENO: 203-929-5582 

510(k) No: KQ83950 
ETBNENO: 202-637-5794 

510(k) ND: K991891 
FFiCNE No : 413-525-0600 

510(k) No: K.992773 
FJHCHENO: 413-525-0600 

510(k) No: K993002 
PHONE NO : 413-525-0600 

510(k) No: K982950 

FTXXENO: 408-847-3994 

510(k) No: K990310 
PHCNENO: 732-901-9400 

510(k) No: KQ82317 
PHONENO: 423-870-2281 

DEVICRACXUWL'E AcrmATE~sTEPcassEITE 
SE DECISION M?iDEzEi999 
510(k) SUMARf AVAILWLE FRX FDA 

DEVICE:D/SENSE II (GREEN-OR)DENTINDESENSITIzER 
SE DEXXSICN MADE: 22-GCT-1999 
510(k) smt%mm' 

DEVICEz CERAiXSDIODELASERSYSm (mELH) 
= DECISICN MADE: 03-FFiEc-1999 
510(k) SDWAFtY AVAIIAEW FRQM FDA 

DEVIC&CEF%USDIODELASERSYSTEM,~EL~D15 
SE DECISION MADE: 24-JUN-1999 
510(k) SUW-iR AVAILABLE FIMM FDA 

DEVICE: CERALX DlO 81ONM DIODE LASER 
SE DECISION MADE: Ol-SEX'-1999 
510(k) SUW?BY AWILAELE FFUX FDA 

DEVICE:BWASD98ONMDIODELASERSYSTEM,MXXLDl5 
SE DECISION MADE: 14-CCl-1999 
510(k) SUWl?W AVAIUFXE FRX FDA 

06-m+2cnl 
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D~CE:FlXCw13IEFUCmC0EEELNUMEERS 221-M-730, 221-24-730, 221 

SE DECISICN MADE: 22-JU-N-1999 
510(k) STATEMENT 

DEVICE: CHARTERMEDIC&,LTDMP45O (4OMICRXVFILTER) 
SE DECISION MADE: 30-AX-1999 
510(k) t!WNARY AVAIUEXE FIEaM FDA 

DEVICE:VECIRACME0 
SE DECISION MADE: Ol-FE&1999 
510(k) SNI'MN? 
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-A, INC. 
ATTN:CBERCLGDYER 
4717 ADN RD. 
m, TN 37343 

510(k) No: K982321 
PFDNENO: 423-870-2281 

-QI(xTp, INC. 
ATI%I:CHERYLGDYER 
4717 ADAMS RD. 
B, TN 37343 

510(k) No: Kg82324 
PHONENO: 423-870-2281 

CHE?+BIODU?GNO%I c SYm, INC. 
mFUBC!HDDw 

510(k) No: K981913 
PHONENO: 516-444-2348 

25EhSTLDoPRxu 
-, NY 11790 

CHEMICCN INIL., INC. 
A!ITN: CIMlY PENNY 
28835 SINGLF:OAKDRIvE 
TEMECULA, CA 92590 

510(kj NO: K992252 
FWNENU: 909-676-8080 

cHEMLIM(-m 510(k) No: Kg84485 
ATM:K.ARIEMAVIAN ET-KNEiNO: 202-393-3903 
122 C .CTIRGX, N.W., 
SUITE 740 
b7Asmmm,Dc2m1 

CWIlRCNDIPC;NCXTr Its am?. 
AlI'IN:WILLIIMJPI~ 
63NmmST. 
MEDFIELD, MA 02052-1688 

CHIEtCND lxansrIcso3Rp. 
ATI+N:WILLIAMJPIGNAT0 
63 NoR?HST. 
MEDFIELD, MA 02052-1688 

CHIFUZND IazNmcIcscoRp. 
A!I'IN:WILLIAMJPI~ 
63 NofiIH.5~. 
MEDFIEZD, MA 02052-1688 

ma ax?. 
A!MNzTtKMASEC?ZRlHY 
3347 - BLVD. 
HAYNAEQ, CA 94545 

510(k) ND: K991582 
FFDNE NO : 508-359-3825 

510(k) No: K991692 
PKBENO: 508-359-3825 

510(k) No: KQ92157 
FT-XDNENO: 508-359-3825 

510(k) m KQ91834 
PHCNENO: 510-293-8002 

DEVICE:VECT@ASTIMMBELS200AND400 
SE DECISION MADE: Ol-FE%1999 
510(k) SmTmmw 

DEVICE:VECCRAF'F0MZ0EZS2AND4 
SE DECtSICBl MADE: Ol-FEE1999 
510(k) STATmmm 

D~~:PRFNuE(TM)BoRRELIABuR(=wRFERIANTIBcDYD~I~N 
SE DECISION MADE: 12-FEE-1999 
510(k) SUt@ARY AiRUAF&E Fw3kl FDA 

DEVICE:LIGEZD~ICS ETWJECYSTIS C%UNII DFA, MZDEL 31965 
SE DEcISIa MADE: lo-A-1999 
510(k) SW 

DEVICE:MICRoSTAT2 
SE DECISION MADE: 13-JAN-1999 

510(k) ss!M@mm 

DEiVICE:CHIliDNDI?GxOST ICSAa: 18O~tmxm 
SE DECISION MADE: 3O-JUN-1999 
510(k) SUMmU AVAILMLE FIicpi FDA 

DmCE:CRIRZND IAL=NoGIIIcs~:18Om3 
SE DECISION MADE: l&JuN-1999 
510(k) SUMRRY AVAIUBUZ FfiaM FDA 

DEVICE:CHIFCBID IAGNCxZICSACS: 180 FEFRITINASSAY 
SE DECISION MADE: 05-AUG1999 
510(k) SUBVCtY AiRUZBIB FFCM FDA 

DENIcE:CRmBIEmIlIXALANINE 
SE DMJISICN MADE: OQ-SEZ'-1999 

AMINOTRANSFERASE (ALT), t.%lXLt 11-772 

510(k) SUMMARY AVAZ?BIB FRM FDA 
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CBRXAVISICN Mf!DICX SYSTEHS, IXC510(k) m: KQ84188 
ATINzEGGTRAMJHUDSON 
3535 D DRIVE 
SUITEA 
F!LDdER KUND, TX 75028-2628 

PIaiE’m : 972-355-9700 

ATIN:ALICIAMPLESNARSKI 
ll46OJCHNSCF!EEKPARKNAY 
DULUlV,GA30097 

b5wrrA BARBARA, a 93117-3019 

cITIzENmo3., LTD. 
ATI'N:JCBERIDEXXXDSGNJR 
3ooO K STREZT, N.W., SUITE 500 
B,DC2ooO7 

(31Ei?ivIs1oNa3Rp. 
ATIN:sTEvEN lxxaxEY 
11460 JCHN'S C%?EEK PAFUUGG 
DULUIH,GA3CQQ7 

cIEtAvIs1afmRP. 
Am:Sl!EVEN IXdDLEX 
ll46OJcHNsfxlmKm. 
DULUIH, GA 30155 

CIEiAVISICNJCSHNSCREfXMFG. 

cIIEoc;w CmP. 
A!t'INzRXlAT.DJEf&fSfU 
65OOISZZLT.STER AVENUE 
SAmA BARBARA, CA 93117-3019 

CIROCN ax@. 
ArITN:l3INATB3m 
65OQiTXLI~ AVENUE 

510(k) No: KQ84273 
IlZXNFlNo: 770-418-3897 

510(k) No: KQ91403 
PHONENO: 770-418-3897 

510(k) No: KQ92446 
PHONENO: 678-415-3924 

510(k) No: K992126 
PHONENO: 805-961-3290 

510(k) No: KQ92544 
HICNE NJ : 805-961-3290 

510(k) No: Km984223 
PHXEID: 202-672-5354 

CIVa, MEDICAL INSTFtUMEtVl% Co., INC5lO(k) No: KQQ1236 
ANSDUCEFt(XVER,SUGI-TIP~PERATliVbTR?iNSDLJCZRCXER, 
ATIN:J.WIXIAbt JCNES PHONENO: 319-656-4447 
102 FIRST ST. .9%X 
KAIONA, IA 52247 

CIvoo bifzDIW INSI'R- CO., INC5lO(k) NO: KQ92152 
F, BI-PIANE EiNCCCAVITY TFtANSD~ .SSNXTF 
A!tTN: J.WILLIRd JONES PHONENO: 319-65-7 
102 FIRST ST. SCUIH 
KAu=NA, IA 52247 

DEVICE:AUIUmxD(xiUmAR IMAGmSYSTEM (ACIS) 
SE DECISION MADE: 28-JUL-1999 

510(k) .SU#AFZ AVAILABLE FRX FDA 

DEiVICE:FDcuSDAILIESVISITlXC (NELFILOZN A) m-DAY CONTACTWS 
SE DEiCISIcN MADE: 25-JAG1999 
510(k) SU@M?BY Am FFXX FDA 

DEVIC!E:SOUXXB BRAND MULTI-PIJRposE tBLUl?ICN 
SE DECISION MADE: l&JUL-1999 
510(k) SU@lARY AVAIUBLE FFX%f FDA 

DEVICE: DAILIES (NEU?ILCCNA)CNE-DAY 
SE DEXXSICN MADE: 18-Am-1999 
510(k) SUMMAFU AVAEAEUZ E’FXN FDA 

DEVICE:CIRcxlNsutiGIFLM~wTsuNAMI SuCrICN-IRFUGATICN SYsm 
SE DEXXS1C.X MADE: 03-AUG-1999 
510(k) SUMMARY AVAILAEU FRX FDA 

DEVICE:'IR?hNfXGlNALH!G0LAFAFxXOXY(THL)SYSTEM 
SE DM=ISIoN MADE: 26-0X-1999 
510(k) SUMMARY AVULAEiU FRX FDA 

DEVICE:~PRESXRZ METER, l-KXELS W-491, CH-481, C&471 
SE DECISION MADE: 28-m-1999 
510(k) m AVAIUFUX FRX FDA 

DEVICZ:GEwERALPUlUaZ NEx3FLEx TRANsDm aLwER, FLIXKAVITY NEom TR 

SE DECISION MADE: 02-JUN-1999 
510(k) SU?MTBY AVAIUBLE FRX EDA 

DEVICE: GENERAL PUFRXE TR?@LSDUCER fZl!ANWF’F, BIOPSY TRANSDUCER SmF 

SE DEICISION MADE: 17-AUG1999 
510(k) SUMMARY A- m FDA 
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CLFTlLNJERS 
(UEARANDT-) 

ATlN:M?iFiTINS~PF 
~-DRIVE 
COLTS NET& NJ 07722 

510(k) No: K984259 DEvI~:~IC(FoLyMAQ3N)~~pHILICo=NJIAcTLENSFwIDAILYwEAR 

PHCNENO: 732-303-1205 SE DECISICN MADE: 21-JAN-1999 
510(k) SUMGRY AVAIUEXE FRB FDA 

CXASSAENT. 
ATTN:JANICEAAUDI 
7607LGcEFwEvIm 
YUCCA VALLEY, CA 92284 

510(k) No: Kg82053 DEVICE:EZG ELEKTRmEs mm "445 SERIES" 
PXNENO: 760-365-9121 SE DECISION MADE: 20-M-1999 

510(k) STATEmm 

czEMENTmINTL.,Lm. 510(k) No: Kg82334 DEtVIcE:AIRzcNEPETX~ 
A!rm:MJWILKINSCXJ PlENENo: 011 44 0127941496SE DEXXSICN MADE: l--1999 

510(k) m EDINBURGHW 
-, 

CLINICALD~ c SouTITcNs. mC5lO(k) No: K993375 
PI-mJENo: 954-791-1773 AlTN:mLINALD~ ’ 

1660 N.W. 65'E-I AVE., SUITE 2 
PLAhTmTIrn, FL 33313 

CLINIax?TNC. 
ATIN:(TERALDsPm 
5825 AVENIDA EXCINAS 
c!ARLsm, CA 92008 

czLQSumMED1CALm. 
ATl!N: w. 7Ilsmbs fs3xsEms 
5250 GFtEENS I RD. 
RALEIGH, NC 27616 

amcmDI~,INC. 
ATIN:LYNNEzLEcmRD 
144OlWEZC 65THWAY 
ARV?'DA,a380004 

axEcmDIcR-;ascuLAR,INc. 
ATrN:LmLEmAm 
144OlWFST 65THWAY 
ARVADA,oc)8ooO4 

510(k) Ni): K992472 
PKNENO: 76s93O-colO 

510(k) No: K991923 
pm3NE No : 919-877-2112 

DEVICE:SUF%ZJIDEcO2L&ZRBEAMDEUVEXYSYSTE%t 
SE DECISION MADE: 08-SE%1999 
510(k) SUMARY A- FIMM FDA 

DEVICE:SC0IHFi-N-SE?GCANKERS0FBRELlXF 
SE DECISION MADE: 02-,%X'-1999 
510(k) SUMQE?Y AUAILMIE FRX FDA 

510(k) No: K991578 
F'HCNE NO : 972 485 66233 

DEVICZ:SbRRTSFUl?2000 
SE DECISION MADE: 03-JUN-1999 
510(k) STaTEMENT 

510(k) No: K984456 DEVICZ:03BEHVFt4OOOFILTEREDHARDSHELZ,VENaTSRESERVOIR 
PHONENO: 303-467-6586 SE DEcISItXJ MADE: ll-JAN-1999 

510(k) SUMMT@Y AVAIUBIB FXM FDA 

510(k) NO: x990239 
F'HONEi NO : 303-467-6586 

DEVICE:CXBEWR~CXXFIL~REDEGRDSHEIL~EN~~SRESER~JR 
SE DECISICN MADE: 25-M?iY-1999 
510(k) SUMM?BY AVAILMXE FFrX FDA 

DEVICE: CDSLTX~LLATEXPAKl'ICLESUSF'mSIONANDPRIMEFt 
SE DEZCISION MADE: 20-DEC1999 
510(k) SDMGGf AVAILXXE FRX FDA 
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axEc!mD1ovAscuLAR,m. 510(k) No: K991452 
ATm:LYNNELEmmD PKNE No : 303-467-6586 
144OlWEST 65THWAY 
ARVADA,Q38ooo4 

aBEczmn~,rNc. 510(k) No: K991986 
~TSAMPLINGSYSTEMOPTION 

A!rIN:LYNNE LExmARD 
14401WFST 65'lXWA.Y 
ARVADA,o38OCO4 

cmEc?4?DIcwAscuLAR,INc. 
IR.FILTERED&&ILTEBED 
ATiN:LYNN LFcNmD 
144OlWEST 65THbAY 
AFT\muA,cx)8ooo4 

amAN us ax@. 
ATIN: FEFGIE FERGUSCN 
3511 WEST -AVE. 
SAlWi ANA, CA 92704-6944 

ooDMAN&T, INC. 
A!ITNz.LW!ISM~ 
325 Pm DRIVE 
RAYtWMl, MA 02767 

ATTNzHXdARDMHXSTEXN 
555 m ST. N.W. 
v,Dc2ooo4 

OOGWTDIZ'GNOTICSL'TD. 
ATIN:DANIELCZ MKNIGHS 
PEpJTLANDsScmPm 
BUSH m, PENICUIK 
MID=, -, 

OXENTDIXNOI'ICSLTD. 
Al'IW:DANIEXLE MKNIGHI? 
PlmrLAmSSc~PARK 
FUJSHIAW 
ED-, 

OOGENTD-IRXtOTICSLTD. 
A!lTN:DANIEL;LF: MKNICXC 
PEmLANDsScIEmEPARK 
i3usHImN 
ED-, 

Fi-KXENo: 303-467-6586 

510(k) m: K993001 

FFENENO: 303-467-6586 

510(k) No: K990711 
PHONENO: 800-332-6326 

510(k) ND: K992591 
PiKNENo: 508-88Oaw 

510(k) No: K982532 
FHONE NO : 202-637-5813 

510(k) No: K983655 
PFKNENO: 441 314 457111 

DEvI~:ooBEBRAT2AuTDLoGcuS~~~sY~~~MTHET-LINE 

SE DECISION MADE: 09-SEE-1999 
510(k) SUt%ARY AVAIUEXE FRckl EDA 

SE DECISION MADE: 03-DFiC-1999 
510(k) SUMMAFU AVAILABLE FR@f FDA 

DEVICZ:ccllANCRJ%fXPIKE 
SE DECISICN MADE: 13-APR-1999 
510(k) S'IXmmm 

DEVICX:cxxlMANSINZLEANDDcXBIX~SKULLHoLTKITS 
SE DECISICH MADE: 15-CCJ!-1999 
510(k) SuplplARy AVAIUBIE FRX EDA 

DEVICE:PAFUEIEX 
SE DECISION MADE: 2O-JAN-1999 
510(k) m Am FRB FDA 

DEVICE: AUIQXAT IIAN?i.SCREZNELISA 
SE DECISION MADE: 28-JAI-1999 

510(k) SITlTEMEN 

510(k) No: K990624 
FEDEND: 441 314 457111 

DEVICE:AU'IQXAT 11AtfCI&l/RNPELISA 
SE DECISION MADE: 28-Am-1999 

510(k) sBT@mw 

510(k) tX): K990625 DEVICRAUIOSTAT IIAmI-SMExmA 
PfiCNENo: 441 314 457111 SE DFCISICX MADE: 28-Am-1999 

DEVICE:coBEOFTIMINEIOLUJdFIBERMEMBRANEOXYGEXwI0? 
SE DECISION MADE: 07-fXT-1999 
510(k) SUMMARY AVAILAEU FIUd FDA 

510(k) ZwUmBiw 
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UXZNCDlXNOMCSLTD. 
ATlNzDANlEUXMKNIGHl? 
pnvrLmDsScmPARK 
BusHLam 
=)-I 

COSENTDIXNUTICSLTD. 
ATIN:Dm MKNIGHJ? 
FTmImNDSSC~PARK 
BusHm 
ED-, 

CXGENl?D=ICSLTD. 
ELISA 
A!I'IN:DANIEUEMKNIGHT 
PlwmNDsScIENCEPARK 
BusHLoAN 
EDINBuflGH, 

(XGEITCD-ICSLTD. 
A!J.'IN:DANlELUZ MKNIGHT 
PEWXWDSSCIENCEPARK 
BUSHLOAN 
EDINBCEGH, 

OZGENZDINXJTICSL?D. 
ATINzDANlXLEMKNIGHt' 
PENXWDSiXXENCEPARK 
BUSHLMN 
ED-, 

CUXNTDI?GWTICSLTD. 
ATIN:DANIELLE MKNIGITC 
mSClENCEPARK 
BUSHLCAN 
ED-, 

CCGENTDIWNWCCSL'ID. 
A!lTN:DANlELLE MKNIGHT 
PEN!WNXSCIENCEPARK 
BusHIaN 
m-1 

CWENTDIWIWTICSLTD. 
ATIN:DANIELLE MKNIGXC 
PENrLmDSSC~PARK 
BusHLmN 
mINBuw=H, 

510(k) No: K990626 
FFDIEIW: 441 314 457111 

510(k) No: K990627 DEVICE: AUIWTXr IIANTI-SS-A/IIoELISA 
FTXXENO: 441 314 457111 SE DEiCISIcGJ MADE: 28-APR-1999 

510(k) SIWmEN' 

510(k) No: K990796 

FWONENO: 714-933-3m 

DEVICE:AtJRXTAT IIANM-PR 3 (C-ANCA)ELISA, HY*TECANl?I-F'R3 (GANGi) 

SE DECISICN MADE: 28-m-1999 

510(k) S!!xmmm 

510(k) NO: K990797 
FBSlEIK3: 44 131 4457111 

DEVICE:AUIWTAT II AtGTI-SCLr70 ELISA 
SE DECISICN MADE: 28-Am-1999 

510(k) ssTmmmm 

510(k) No: K990798 
PfKNENO: 44 131 4457111 

DEVICE: AUlQXWIIANJ?I-JO-lEtLISA 
SE DECISION MADE: 28-APR-1999 

510(k) imi!mmm 

510(k) No: K991890 
PHXENO: 714-933-3ooo 

DEVICE: AVtWT?fT IIAlwI-GE@lELISA, HY.TFcANTI-GMBELISA 
SE DECISION MADE: 09-AUG-1999 

510(k) fZATmEm 

510(k) ND: K991942 
FKNXNO: 714-933-3cm 

DEVICE: AUIWIW IIANTI-GFcELISA, HY.!rECANrI~FCEJLISA 
SE DECISION MADE: 24-A%-1999 

510(k) S'IWmmW 

510(k) No: K992440 
PHCNENO: 44 131 4457111 

DEVICE: AUIWTAT II AwrI-CmDIoLIPIN IGG ELISA 
SE DFCISION MADE: 21-SEP-1999 

DEVICE:AUTXX'iT IIANTI-SS-B/LAETLISA 
SE DECISICN MADE: 28-APR-1999 

510(k) srATmmr 

510(k) STXW@UT 
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510(k) No: K992449 
FTXNENO: 44 131 445 7111 

@ZEWDIPL;NDTICSLTD. 510(k) No: K993086 
ATTi'J:DANIELLE MKNIGHI? FB3ENo: 714-933-3m 
E?mImNDsmPARK 
BUSHLMN 
EmNBm, 

CCGENTD~ICSLTD. 510(k) N3: K993087 
ATIN:DANIEZE MKNIGW! PIXBENO: 714-933-3ooo 
PEWUUDSSCfENCEPARK 
BUSHLOAN 
ED=, 

CXGENTDIAGNJI'ICSLTD. 
ATlN:DANIEUEMKNIGHT 
FJEmmNDSSc~PARK 
BusHuxN 
ED-, 

510(k) No: K993304 
FWONEiNo: 44 131 4457111 

-, INC. 510(k) No: K990947 
WiVEUNZIH,HD:YAG/ND:yiLy;SUFGIC7&L7iSEWAND DELIVERY 

ATIN:MlI- DEETON J?mImIw:408-764-3601 
24coamENSAST. 
SANTA UARA, CA 95051-0901 

-, INC. 510(k) No: K991258 
ATTNzKA!tWAMAYi'QR FTKBENO: 408-764-3266 
24OOamDEmAST. 
t5.aN-m CLARA, a 95051-0901 

axLINsMED1cx, INC. 510(k) No: K992743 
ATlN:DALEFHUFBARD PHoIiE~Iw : 781-843-0610 
220 ftKxD RD. 
-, MA 02184-2408 

ODmm m. 
ATIN:sYDNEY LlLT.JY 
1955 w!mT OAK CIRUE 
MARIFITA, GA 30062-2249 

510(k) m: K982493 
FKXENO: 770-281-8260 

OLom m. 510(k) No: K991202 
ATlN:H7Q?WYMAFBIT FFDNFlNO: 507-386-4308 
1940 CWbt%JZ DR. 
P.O. BOX 8300 
NORIH MANkXLO, MN 56UO3-8300 

DIWICE:AUIC%TAT 11ANr1xmD10LIPIN IG!"fELISA 
SE DECISICN MADE: 24-WV-1999 

510(k) STATmmT 

DEVICE:AUIWTAT IIAImI-GLIADINIGAELISA 
SE DECISICN MADE: 12-NW-1999 

510(k) STATmmr 

DE.VICE:AUlU?CAT IIANTI-GLIADmIGGELISA 
SE DECISION MADE: 12-W-1999 

510(k) .fZWmBW 

DEVICE:AUICSTAT IIRHlmMAmIDFA~IGGmISA 
SE DECISICN MADE: 06-DEC-1999 

510(k) ssmm@m 

DEVICE:tGDIFIEDWWAPUUE SELMTTsmwA-, Ho:YAGANDDUAL 

SE DECISION MADE: 27-AE'R-1999 
510(k) SUMWRY AVAILAEm FIMM FDA 

DEVICE:NWUSVEBDIDEUVERYSY~ 
SE DECISION MADE: 13-MAY-1999 
510(k) SUbWARY AVAILWLE Fix&l FDA 

DEVICZ: CIZTJNSCPL 
SE DECISION MADE: 13-SEP-1999 
510(k) STATfWm 

DEiVICE:oaMpEED PSORIASISDRESSING 
SE DECISION MADE: 28dAN-1999 
510(k) SUWIARY AVAIUBlE FEMM FDA 

DEVICE:~IFICATIONTOWZUN'DREs 
SE DECISION MADE: OhJUN-1999 

510(k) SUMH?BY AVAIUBLE m FDA 
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axoRvIsI~TlzmmLIxIES, INC. 
ATIN:JDLlE IUM 
19726 axm?i m 
SUITE 320 
FmLANDHEIGmS, CA91748 

510(k) No: K984219 

06-J&N-2000 
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DEVICE:CIXXMAXGXORVISICN~LENSEs 
SE DECISICN MADE: M-NW-1999 

aIn.amo METYIKH, INC. 
ATINzIM=KETTEF;XXD 
6175 IXX'GXM DR. 
HXJJDER, 03 80301 

aIxcwoFTsa3Rp. 
ATI'N:MFRlT.N DAISING 
623 GLACIER DRIVE 
GFGNT JUMX'ICN, a3 81503 

ATTN:M?StMN DATSIItG 
623 GLACIER DRIVE 
GFGNT JUNCJXN, (30 81503 

t3IWURS 'NMYI'ICN 
AIITN: XHNGBOX 
1591 SOUM sm ST. 
ANAHEIM, CR 92806 

0 INC. 
A!tTN: H.J. XGETSIEIN 
750 - DR. 
M?Hi%H, NJ 07430-2009 

mm/wHALEDm INC. 
AtTIN: H.J. WXEXSTEIN 
750 - DR. 
MAHWAH, NJ 07430-2009 

axLrENE~m IN!. 
AYITN: H.J. VXELSTEIN 
750 - DR. 
M?CiWAH, NJ 07430-2009 

~LTENE/wHALEDmINC. 
ATITJ: H.J. WXELSIEIN 
750 -TE DR. 
MAHWAH, NJ 07430-2009 

PIXSJE’NO : 714-730-6800 

510(k) No: I(981047 
PHCNENO: 303-530-2626 

510(k) NO: K990815 
PHCXENO: 970-243-5490 

510(k) No: K992339 
PHXENO: 970-243-5490 

510(k) No: K984354 
FKNENO: 714-978-1440 

510(k) No: K983727 
PHCNCN3: 201-512-80 

510(k) No: K993255 
PHCNENO: 201-512-8ooo 

510(k) No: K993710 
ET-ENENO: 201-512-8000 

510(k) No: Kg93835 
FKNENO: 201-512-8OtXl 

510(k) SUMARY AVAIUBTZ FlXM FDA 

DEVICE:FRESHAIR 
SE DECISION MADE: 16-SEP-1999 
510(k) i%ZQmmT 

DEVICE:CXXORSOFT,UXOFtmJHANCm TIIVI'EDSOFTCUWACT~S 
SE DECISICN MADE: 03-JUN-1999 
510(k) SUMARY AVAILABLE F&XX FDA 

DEVIC!E:~T ~ICTINTfZDSOFI'CXNTACTLENS 
SE DFXXSICN MADE: 16-AUG1999 
510(k) SUMMARY AVAILAEU = FDA 

DEVICE:MEU%NICXL~ 
SE DECISICN MADE: 28-JAN-1999 
510(k) tiXW@mw 

DEVICE:BIWCWICUL TIVSNICWSYSTEM 
SE DECISION MADE: 2O-JAN-1999 
510(k) s121TEMENT 

DEVICE:BIoscNICUC-7OSTERILIWIN~ CAS- 
SE DECISICN MADE: 06-DEC-1999 
510(k) m 

DJXtCE:~IFIC?+TIONOFPARAFOSTUNENl' 
SE DXISION MADE: 21-DE&1999 
510(k) STATEmm 

DEXICE:PARAFWT sy~sTERTLI~cRGANIm 
SE DECISION MADE: 16-DE&1999 
510(k) SlXtmma 
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ODUIMBIABIOXXENCE,iXC. 
?xrrN:- JENKINS 
8775 M ClQJl%E PARK DR. 
#559 
cDulMBIA,MD 21045 

UXUMEXABICXXENCE,INC. 
ATIW:WRMhN JENKINS 
8775 M CNC'RF, PARK DR. 
#559 
KLUMF3IA, MO 21045 

ocwMBIABICXXIEIWE,INc. 510(k) N3: K991274 
ATm:NoRMAN LJEUKINS PENENO: 410-995-1278 
8775 M CEWl?RE PARK DR. 
#559 
(XLUMBIA, MD 21045 

-, INC. 
ATIN:T WTATHEX 
12300 ?xmBRXK PARKWAY 
SUITE 625 
RCCKVXW,MD2#852 

-moN, INC. 
ATrN: DAvIDu?HoMAs 
130~DRIVE,SUITEB 
(2oLEI2, CA 93117 

-mm, INC. 
MES READY). 
ATIN:DAVID W 
130-B CRENXA DR. 
GOLETA, CA 93117 

OaMpIlTERmm, INC. 
ATIN:DAVIDUTHaMRs 
130CREM.XADRIVE,SUITEB 
GoLEm, CA 93117 

axmnERm1oN, INC. 
ATlW:DAVIDUm 
130CREbfXADRTVE,SUITEB 
clxmzTA, CA 93117 

(xmulmuzEDMEDI~SY~, 
A!rIN:MICHAELAPARXW 
1195 CoRpoRATE L?+KE DR. 
ST. WJIS, m 63132-1716 

510(k) NJ: K984228 
FKNEIW: 410-995-0450 

510(k) No: I(990462 
PHXENO: 4X-995-1278 

510(k) No: K984285 
PHCNENO: 301-770-9590 

510(k) No: K990691 
EKXEIW: 805-685-3729 

510(k) No: K991444 

PI-KXENO: 805-968-9600 

510(k) No: K991635 
FTKXENO: 805-685-3729 

510(k) No: K991734 
Pi-DNEiND: 805-968-9600 

riw.SlO(k) NO: I(981535 
PHONENO: 314-993-#33 

DEVICE: IS ANTI-'lXOIGGELISATfiW!SYSTEM 
SE DECISION MADE: 02-FE%1999 

510(k) SUMM?@Y AVAILZWE FSMM FDA 

DEVICE: 1SH.m IGGELISATESTSYSI'EM 
SE DECISION MADE: 03-SEP-1999 

510(k) SUWARY AVAIWBLE FFCM EDA 

DEVICE:MUMF'SIGGELISATESTSYSTEM 
SE DECISICN MADE: 03-S!%%1999 

510(k) SUbNARY AVAILWLE FRCN FDA 

DEVICE:~BcNEDENSMQGTER 
SE DECISION MADE: 19-M7Xf-1999 

510(k) .WM%ARY AVAILXLE FRQM FDA 

DEVICExBEVMESOPEZWt'INGRCX%4CONTROL~ 
SE DECISION MADE: 23-MAR-1999 
510(k) SUMMARY AWZ?GZEi FF0.l EDA 

DEVICE: "JG?MES~UWXR",WIMCCNIliDLOFTHEAESOP3OOOHR(HER 

SE DECISICN MADE: 25-JUN-1999 
510(k) SUNVARY AvAILABLe FROM FDA 

DEVICX:MXWIC?+TIOJbIToHERMEsOPERATINGRCCNCIXiTROLCENTER 
SE DECISION MADE: 27-MAY-1999 
510(k) SUMM?#Y Am FIioM FDA 

DEVICE:WDIFIC'ATICNOF:HEFWESOE'ERATlXGRo3MaNI'ROLCENIER 
SE DECISION MADE: 09dUN-1999 
510(k) SUMMARY AVAIZGIE FlXX FDA 

DEVICE:!?WlJSPILCYI' azwmmmGv1m 
SE DECISICN MADE: 02-AE'R-1999 
510(k) SUNMARY AVAILWLE = FDA 
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azNcm?rIck\TTMMNoLosyINC. 
ATTN:GREG l-!bxmm 
3722 AVE. SAUSALIl0 
lIlVINE, Ca 92606 

axcEPrIN~mINC. 
m:GREG mm 
3722 AVE. SAUSALITO 
IIIVINE, CA 92606 

OCNCISE aI)Ivlxcr LENS 03. 
A!lTNzDANlELJMANEIXC 
2000MSTREliTNW,SUITE700 
m, DC20036 

axwED-. 
A!lTN:IF!ADDUESLER,JR 
310 BmAD ST. 
UTICA, NY 13501-1203 

alNMEDo3Rp. 
AlTN:IRADDUESLEZ 
310 BRCAD ST. 
UTICn, NY 13501-1203 

axuMEDcoRp. 
ATJX:IRADDUESLER 
310 E ST. 
UrIcA, NY 13501-I.203 

cJ3NMEDm. 
ATIN:lRADDUESLERJR 
310 BFmD ST. 
UrIcA, NY 13501-1203 

alNMEDa3Rp. 
ATIN:IF?ADDUESLER,JR 
310 BRCAD ST. 
UrIca, NY 13501-1203 

CGNSOLIDATED DIES INC. 
ATI'N:E.KAY F0BINm 
2170 i+KDNRD ,s!mEl' 
STE. loo 
AUSTIN, TX 78744-1832 

510(k) No: Kg91104 
PHCNENO: 949-262-0411 

510(k) No: K991322 
PHONENO: 949-262-0411 

510(k) NO: K990895 
FT-KBEIW: 202-261-loo0 

510(k) No: K983782 
PFKXWNO: 315-797-8375 

510(k) NO: K990586 
FKNENO: 315-797-8375 

510(k) No: K.991105 
FFDIENO: 315-797-8375 

510(k) I0 K991855 
PKINENO: 315-797-8375 

510(k) NO: K992186 
PHONENO: 315-797-8375 

510(k) No: K992151 
PHONENO: 512-445-5100 

DEVICE:MICXOIWIS 
SE DECISION MADE: 19-J&-1999 
510(k) m 

DEVICE:ENHANCE-SPLUS 
SE DEXZISICN MADE: 2&JUL-1999 
510(k) S'TAm 

DEVICE:O~CXNLENS 
SE DEiCISION MADE: 14--APR-1999 
510(k) SUWAFtY AWIIABLE FI0t FDA 

DEVICE:~ICALDISF'EWIVEETXTRCDE 
SE DECISION MADE: 25-&W-1999 
510(k) STIlTEMENT 

DEVICE: ozfwEDABcPRc%EmFLExIBLE:EMx)GcIIpEs 
SE DECISION MADE: 17-MAY-1999 
510(k) STnWEIW 

DEVICZMX: -E (VARIOUS) 
SE DECISION MADE: 26-NOW1999 
510(k) m 

DEVICE:oI=NMEDSTEALTHNcN-sTIcX~soIIy EWXX.DE, mEL 138xXx 
SE DECISION MADE: lS-.JUN-1999 
510(k) sm?mfmr 

DEVI~:QUADBIKXARW~PIC CQALXTLATING AND CUTTING INSTRUMENI' 
SE DECISION MADE: 3oJuL1999 
510(k) SINmfmT 

DEVIC'E:~M@ZFG%L FOR DELTA-g-n INHumNuRIm 
SE DECISION MADE: 14-.JUL-1999 

510(k) STATRmW 
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CXNSOLIDATED -IEs INC. 
A!TIN:RUSTY SEWELL 
2170 h0XWARD ST. 
STElOO 
AUSTIN, TX 78744-1832 

aNsoLlDA!rED -lEs INC. 
A!I'IN:RUSTY SEWELL 
2170 m ST. 
STE loo 
AUSTIN, TX 78744-1832 

ocNI?NENIIAL SOFT LENS, INC. 
LY WEAR 
ATIN:KIM NQXWW!Z 
10 GLENJEW DR. 
Lm, 00 80123 

C?JNl?INUUMBICHEDIC%L,INC. 

ATIN:LAURJXARIDENER 
6533 SIERRA IANE 
DUBLIN, CA 94568 

CJXCINUUMBICPIEDIC7G,INC. 
A!tTNz~ARIDENER 
6533 SIERRA LANE 
DUBLIN, C4 94568 

510(k) No: K992576 DEVICE:URlNCHEMISTRYOZNI'F0L,~1 
PHCNENO: 512-445-5100 SE DECISION MADE: 03-SEP-1999 

510(k) SUWARY AVAZABLE m FDA 

510(k) No: I(992578 
PHXWNO: 512-445-5100 

DEVICE:UNNECHEMISTNOXI!F0L,LEVEL2 
SE DEXXSIa MADE: 03-SEF'-1999 

510(k) .WbNiRY AWILABIE FTXX FDA 

510(k) N3: K990011 

PENEm: 303-795-2130 

510(k) No: K983054 

EENEND: 925-828-3210 

510(k) No: K992013 
PHONENO: 510-828-3210 

DEVICX:ocNTINEWTAL 45TWICsoFT(HYDIXX?HILIC)CXNIACTLEXSZF0RDAI 

SE DECISION MADE: 11-X=X-1999 
510(k) m 

DM~:MEDLITE~~ND:~LAsER,~~TEIvQ-swrTcwEDND:~ 

SE DECISICN MADE: lo-FEB-1999 
510(k) SWNARY Am FtF0d FDA 

D~~:DEt294oD~ERBIuMLAsER,DELITED~ERBIuMLAsER 
SE DECISION MADE: OB-SEP-1999 
510(k) SUHARY AWILABLE FEMM FDA 

o3amlP2, A BRIW SguIBB C510(k) No: Km990368 
A!tm: ADRIENNE l43lATLY FT-ICHENO: 908-904-2630 
200 7 PARK DR. 
,$XIUMN, NJ 08558 

QXJVATEC, A DMSIGI OF E.R. QJIB5lO(k) No: K984388 
ATlN:ADRIIENNlZ MCNALLY PISJNENO: 908-904-2630 
1OO~PARKD~ 
SKILZMAN, NJ 08558 

CmvATEC, A DMSION OF E.R. SQJIB5lO(k) No: K990964 
ATJ!N:NANcYLwxmY PHNEKO: 908-281-2571 
1OO~PARKDRIVE 
,tmuxAN, NJ 08558 

~LAsER-lEs 510(k) NO: K992866 
A!rJNzMARILYNMCHGJ PHONENO: 510-832-2130 
900AL1cEsTREEr 
OAKImD, CA 94607 

DEVICE:DUCZDE~WHYDROACTIVEGELJNXJNDDRESSIIG 
SE DECISICW MADE: 26-HAR-1999 
510(k) .SUNQRY AvAILABLe FXH FDA 

DEVICE:HAABscwBENT FxluNDDRESSlX 
SE DECISION MADE: O&MAR-1999 
510(k) SUWQRY AVAILABLF: FfMM FDA 

DEVICFi:SIGNADFU%SDUC0EF&lDNZSSIIG 
SE DECISICN MADE: lB-MA!J-1999 
510(k) SUWARY AVAILAEW FFUX FDA 

DEVICE:OFTILITE IXLASERSURGERYACCESSORIES 
SE DECISICN MADE: 18-W-1999 
510(k) STxZNWT 
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ammY,LsIuwrMEDI~,INc. 
ATrN:7i?-m?sC~ 
735 PAT.mAR ST. 
,!mwNAU, CA 94086 

amt4Yz+TluwrMEDI~,m. 
ATIN:Yl77m?s WEBMAN 
735 PALcxn ST. 
m, a 94086 

cmwAY~mI~,INc. 

ATTW:DAVIDATUCKER 
735 PALmAR ST. 
m, CA 94086 

cmwAY&!TmARTmI~,m. 
00 
ATIN:DAVIDATWCKER 
735 PALmAR ST. 
znaav&m, a94086 

amwAYSTuAFoJMEDIc?tL,INc. 
ATIN: amipIs wEHM?a 
735 PAT.mAR ST. 
zmm~~~& a 94086 

CIXXBI~,INC. 
ATlWIWALEFEARN0T 
3055 KENT AVE. 
WEST LAFAWEE, IN 47906-1076 

CmK cB/GYN 
ATlN:DEBBIE tXXMIT.C 
1100 w. ?.TxGAN STREFT 
SW, IN 47460 

0xX oB/GYN 
IGIN: BRFSIDA DAVIS 
1100 w. mFmN blimxET 
s-, IN 47460 

510(k) No: K983986 
PHCNENO: 408-733-9910 

510(k) No: K990724 
PHCNENO: 408-733-9910 

510(k) No: K991291 

pHoNENo: 408-733-9910 

510(k) NO: K991529 

PHCNENO: 408-733-9910 

510(k) No: K992542 
PI-KINENO: 408-733-9910 

510(k) No: K992159 
ET-FJNENO: 765-497-3355 

510(k) No: K983593 
PIDNENO: 812-829-6500 

510(k) ND: K983595 
PKINENO: 812-829-6500 

510(k) No: K983596 a3x oB/GYN 
ES,HOLDII'GPIPETI'ES,DENuDII'GPIpEITEs,ASSISTEDH?XM= 
A!I'IN:DEBBIE SCHMITT FWNEITO: 8l2-829-6500 
1100 w. MXGAN STREFT 
sm, IN 47460 

DEVICE:CIXWAYSTUAW!MEDICX~EL~ ~IcALc+EiNEmrn 
SE DECISION MADE: 23-M?+R-1999 
510(k) ,tmfmmW 

DEVICE:CXXWAYSIUARTMJDlZL1OOIFXRIGATIcNPUMP&~ 
SE DECISION MADE: 13-AUG1999 
510(k) sm!mmW 

DEVICE: "m--w EUCJXGDEWITHASPIPATI~ 

SE DECISION MADE: 14-JUL-1999 
510(k) m 

DEVICE:CSMSTREXTACJIW~XX~U.IE ~IcALm,mELS4 

SE DECISICN MADE: 14-SE%1999 
510(k) SUbWiRY AVAILMLE = FDA 

DEVICE:TUBULAR ~EDEVICE 
SE DECISICN MADE: 27-X-J-1999 
510(k) STRTMMC 

DEVICE: SURXSIS SLING 
SE DM;ISIcN MADE: 23--SW-1999 
510(k) SUbNARY AWILABLE FRX FDA 

DEVICX: WUMPICK-UPASPIFWIoNNEEDG?.s 
SE DECISIGN MADE: 21-JAN-1999 
510(k) SUMM?XT AVAIUBIE FFUX FDA 

DEVi=CE:Tl?ANSMY~ Emma TRANSFER SET 
SE DECISION MADE: 08-FEB-1999 
510(k) ,SUWARY AVAILABLE FRCM FDA 

DEVICE: INt'RAC!Y'I0PL?GNICSpERMINJEcTIcN (IcSI)MICT0-INJEx3TI~PIpETI 

SE DECISION MADE: 05-FE&1999 
510(k) SUbWiRY AVAILXXE FRX FDA 
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OmK oB/GYN 
A!TIIV: BRENDA DAVIS 

510(k) ND: K983642 
FWCClENo: 812-829-6500 

1100 w. mRGAN STREET 
,cPEwER, IN 47460 

amKumuxI~,INc. 510(k) N3: K990072 
SET, Al?+xmD E!AUXNDIUTI:CN~ -DILATImC 
ATl'N:DEBBIE SG-MIDT EKSJENO: 812-829-4891 
11OowESTmFGANST. 
-, IN 47460 

cmKtlFmcG1m,m. 
ATiN:BRENDA DAVIS 
lloOw!BTMosANST. 
fiiPEmm, IN 47460 

510(k) No: K992070 
FBXENO: 812-829-6500 

axK, INC. 
ANDTRAY 
ATIN:APRIL LAVENDER 
925 SOUTH amu! PIKE 
P.O. Box 489 
B, IN 47402 

510(k) NO: K982333 

F%ONEKO: 800-346-2686 

axK, Im. 
A!rnJ: APRIL IAvENDm 
925 +.fia?m aJRRY PIKE 
P.O. Box 489 
B, IN47402 

510(k) I0 K982500 
PHCNNO: 800-346-2686 

czxxx, INC. 
ATIN: APRIL IAVEMER 
925 SaTIll UJRRY PIKE 
p.0. Box 489 
B, IN47402 

510(k) ND: K983217 
PEONEIKI: 800-346-2686 

axx, INC. 
ATlN:APRIL U%@iNDm 
925 ,!xxrIH aJRFa PIKE 
P.0. BOX 489 
B, IN47402 

510(k) No: K990726 
l%ONENo: 812-339-2235 

ax& INC. 
ATrN: APRIL LAmER 
925 $cfxmH am3 PIKE 
P.O. BOX 489 
B, IN47402 

510(k) No: K990753 
PIDJEID: 812-339-2235 

DEVICEi:a3oKMINI-W 
SE DECISICN MADE: Ol-FEB-1999 
510(k) SUMMARY AVAILABE FFxB FDA 

DEWICE:BALuxx UREZEWLDILATORS,ACUZUDGEWBXN~D~ 

SE DECISION MADE: 25-MAR-1999 
510(k) SUMARY AVAILWLE FROM FDA 

DEWICE:C0JKUL~&uIFTVACWMPUMP&RM;uLA?DR 
SE DECISION MADE: 27-ocT-1999 
510(k) SUMMARY Am Fix%! FDA 

D~~:~IFI~I~TDULDW~LUMENHF$ICDIAZ;YSIS~SET 

SE DECISICN MADE: l2-FEEi- 

510(k) +SDWARY AVAILAKLE FRaM FDA 

DlWICE:CWUT~W 
SE DECISICN MADE: 27-JAN-1999 

510(k) .SUMGRY Am = FDA 

DEVICE!:RWEtD~vAz;vE 
SE DECISION MADE: 2O-JAN-1999 

510(k) SUW7GtY Am m FDA 

D?ZVICE:ENVYGUlDIIG~ 
SE DECISION MADE: 02-APR-1999 

510(k) SUW?BY AVAIMBLE Fw3M FllA 

DEVIcE:GEUiCHIGHDosERATE (HDR)IiEMoTE AETmamlING a- 
SE DECISICN MADE: 27-M?iY-1999 

510(k) .SWMARY AVAILAEW FWd FDA 
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clmK, lxc. 
m 

ATIN: APRIL LAvENDm 
925 s. UJRRY PIKE 
P-0. Em 489 
-, IN47402 

a3oK, INC. 
ATm:LISA WEBB 
925 s. aJRRY PIKE 
m, IN 47401 

03x, INC. 
ATIN:LISA WEBB 
925 m CIIRRY PIKE 
P.0. BOX 489 
v, IN47402 

axmzRmGIcAL,INC. 
ATIN:DEBRAAPEKAR 
l5FvRESTPm 
SHELm, cc 06484 

mpERsuRG1cAL,INc. 
.c!xnm'-23cM, l43DEL 1816NST 

ATIN:DEfBAAPARKER 
l5FmESTPARmAY 
SBELm, cc 06484 

mm1cAzI,rNc. 
corn 2316 
ATIW:DEBRAAPEXAR 
15FmESTPAFmQY 
sHELTcN,cro6484 

mm1m,INc. 
ATTN:JCNATHANSKAHAN 
555 - 2TCFEET, N.W. 
wAL3mam, lx!2Oco4-1109 

mm1cAL,INc. 
ATIN:JCNATlGNSKAHAN 
555 - tSTREEC, N.W. 
m, DC 2m-1109 

mm1cAL,INc. 
RlTN:JCiWT%NSK?HAN 
555 THIRTEENM STREET, N.W. 
B, lx2Oa4-1109 

510(k) No: K991985 

PBONE No :' 800-346-2686 

510(k) ND: K992l21 
FHOIENO: 812-339-2235 

510(k) No: K992198 
PXNENO: 8X2-339-2235 

510(k) No: K990348 
FT-DNENO: 203-929-6321 

510(k) No: K990349 

FBCNENO: 203-929-6321 

510(k) No: K990350 

FWNENO: 203-929-6321 

510(k) No: K990850 
PHcNE No : 202-637-5794 

510(k) No: K990852 
PHCNENO: 202-637-5794 

510(k) N3: K990855 
PmNENo: 202-637-5794 

DEVICE:ocoKHIGHVOLUMEINFUSIONADAFTER INIRA-ADMINI~CN 

SE DECISICN MADE: 20-AUG-1999 

510(k) SU?WGY Am FEUX FDA 

DEVICREM0LIZATICN~IL~~ 
SE DECISION MADE: 20-DEC-1999 
510(k) ,%W7iRY AWIIAEXU FRaM FDA 

DEVIG%URGVANEPIcCLINE~EL~Ics- 
SE DECISION MADE: 27-ACG-1999 

510(k) SUWARY AVAIBBLE FRCM FDA 

DEVICE:WAT.UCETRIALTRANSFER~, l.f3Dm Tr 1816N 
SE DEXXSICN MADE: 26dJL-1999 
510(k) ,suMQRY AVAILMLE FXM FDA 

DEVICE:WZT.ACEMZXUZWE Smum-l8m,m~1816SJ?,WALLACE~ 

SE DF,CISION MADE: 26-JUL-1999 
510(k) SUbWiRY AWIL?BLE Fwlpl FDA 

DEVICE:WiXUX'E ca?HFws-lrn, r"cmLi 1816; 23a$ mE!L 1816N; 23m, M 

SE DECtSIoN MADE: 26-JUL.-1999 
510(k) SUMAEtY AVAILXZX FTiDM FDA 

DEVICE:CWPE%UFGIC%L~FORTA~~ 
SE DECISION MADE: OldJN-1999 
510(k) .SUMM!f AVAIL%IE FIXH FDA 

DEVIcE:CXXIPERSURGIC?+LINFWBED~ 
SE DEXXSICN MADE: ll-JUN-1999 
510(k) SUbWARY AVAILABLE FFCM FDA 

DEVICE:0011PERSURGICAL INFRARED-FORENT 
SE! DECISION MADE: 30-M&R-1999 
510(k) SUMARY AVAIUBLE FFCM FDA 
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OCOPEHVISICN, INC. 
ArrtN:BcNNIE Tz3YMmL 
711 NORTH RD. 
-, NY 14546 

510(k) No: K990606 
PKNENO: 7X-385-6810 

cmxERvISIoN, INC. 510(k) ND: K993252 
?+TmwlmYR.g)b~55ASP 

: 7X-264-3210 

-, NY 14546 

UXAND IzxzoSTIcsINc. 510(k) No: K993161 
ATIN:M?C?.Y MaqaMmAmINANE pHoNENo: 508-643-0434 
49 ETAIN SrREEr 
NcXTH -, MA 02760 

axD1scmP. 
ATIN: ARIEL mcrAvIsH 
14201 N.W. 6OI'H AVE. 
MIAMI LAKES, FL 33014 

510(k) No: K983534 
PT-KNENO: 305-824-2332 

cmD1saxP. 510(k) No: K990631 
RY ~Ysi!rm, MI=DEL pc125BPS, PCl26BPS, Xl27BPS,pc128BPS, PC 
ATIN:CHAFZESJm FWONENO: 908-412-7446 
4OTEc‘HNoLM3yDFtIVE 
WARREN, NJ 07059 

axDISaxP. 
AllTIN: AFUEL MA(xTvIsH 
14201 N.W. 6OlX AVE. 
MIAMI IAKES, FL 33014 

510(k) No: K990771 
FSONENO: 305-824-2404 

axDIScmP. 
ATIN: ARIEL MA@2lwIsH 
14201 N.W. 64X'H AVE. 
MIAMI LAKES, FL 33014 

510(k) No: K990805 
PENENO: 305-824-2332 

axD1saxP. 510(k) No: K991028 

ATI'NzCZ%FUZSJFUAN P!XNENO: 908-412-7446 
4OnDFtIVE i 

‘w, NJ 07059 

cmD1sm. 
ATIN: ARIEL MACTAVSH 
14201 N.W. 6oIH AVE. 
MUMI L?sEs, FL 33014 

510(k) No: K991673 
PHONENO: 305-824-2332 

DEVICE:TEIliAFILCCNA 
SE DECISION MADE: 15-MAR-1999 
510(k) .SUM@RY AMXiXEZE FlXH FDA 

SE DECISICN MADE: 24-NOV-1999 
510(k) ,SUMGRY AVAILABLE FRX FDA 

DEVICE: COPANEASY-SMB a3r.umIoN AND !rmR?wsm SYSTEM 
SE DECISICN MADE: 09-N(xT-1999 
510(k) ,sUmMtY AvAILmLE FfMM FDA 

DEVICE: 7FHYDFiOLYSEFt~~ 
SE DECISICN MADE: 26-FEB-1999 
510(k) SUMdXU! AVAIUBLE FRX FDA 

55, F 

DEVICE:CXRDIAPAlXU cXxlmmMTRAN~ATICBILIARY~ANDDELIVE 

SE DECISICN MADE: 30-m-1999 
510(k) SUbMARY Am FHX FDA 

DEVICE:~FHYDFXXYSER~~ 
SE DECISION MADE: 25-JUN-1999 
510(k) SUHAFtY AVAILXUT FFXX FDA 

D~~:~IFI~ION?r)7FHYDIiOLYSER~CATHETER 
SE DECISION MADE: 15-M?&1999 
510(k) SUHMARY AXVUE?Ui F'RX FDA 

DEVICE:oIIDISPAIMAZ~ mANSHEPATICBILIARYSIENTANDACXESS 

SE DECISICN MADE: 04-RUG1999 
510(k) SUMdARY AVATUBLE FRX FDA 

DEVICE:CXXDISTE!MFOANGIGRAPHY~ 
SE D?iCISIa MADE: 26-MM-1999 
510(k) SUbMARY A- FHM FDA 



SUBMITIERADDREssLISTINGE0RCDFH~IALLY~ t=) 510(K) - OR 510(K) - 06-JAN-2OfXI 
FORFINAL DMlISIcNSRFslDERFlD D-THE PERICD Ol-JAN-1999 THXtGH 31-D-1999 Page 90 

a3RJxs QXIP. 510(k) ND: x991674 
RY SYSTEM, laXLS FC155BJS, FCI156EUS, FC185BJS, FC186EiJS 
ATI'NzCHAFZESJRYAN PHONENO: 908-412-7446 
40 TEKXNOm DR. 
WARRIm, NJ 07059 

azJRD1scoRp. 
ATrN: IGxrEL MAcIAvIsH 
14201 N.W. 60IH AVE. 
MIAMI LAKES, FL 33014 

510(k) No: Kg91811 
FFIONENO: 305-824-2332 

axDISaxP. 510(k) I'Q K992347 . 
ARKERBANDS 
A!ITN:mREN WILK ET-DNENO: 908-412-7257 
40 - DR. 
WARREN, NJ 07059 

axmsax?P. 
ATTN:DENNISSGRIFFIN 
14201 N.W. m AVE. 
MIAMI L7ms, FL 33014 

510(k) NO: K992673 
F?XlNENO: 305-824-5283 

axDISaxu?. 
A!fm:KAREN WILK 
40 - DR. 
WARREN, NJ 07059 

510(k) No: K992825 
PHONEiW: 908-412-7257 

cmD1samP. 
ArIm: ARIEL M?iclmAsB 
14201 N.W. 6UIH AVE. 
MIAMI LAKES, FL 33014 

510(k) No: K993091 
E%DNENo: 305-824-2332 

CmDIScmP. 
ATIN:= Jum 
14201 N.W. 60X-l AVE. 
MI?MI LAKES, FL 33014 

510(k) 1w3: K993646 
Pi-DNENO: 305-824-2332 

ax?DIScoRP. 
A!!3N:EIxm JUG0 
14201 N.W. 6OlX AVE. 
MIAMI LAKES, FL 33014 

510(k) IV& K994068 
PFKXENO: 305-824-2332 

amIs - SY-, INC. 510(k) No: K983483 
ATIN:MX?TINEDSCXNEXDER F%DNENO: 305-512-6546 
140X N.W. 57TH CT. 
MIAMI LAKES, n 33014 

DEVICE:CXX?DISPAIHAZ ~TRANSHEZ'ATICBILIARYSTEXVI'ANDDELIVE 

SE DECISION MADE: 12-AUG1999 
510(k) t%+ttRY AVAIL@Ui FRX DA 

DEVICE:ooRDISMAXIDSFTA~~ 
SE DECISICN MADE: 15dUN-1999 
510(k) Sm+SARY AVAIUBLE FFXX FDA 

DEVICE:C3XDISSUPEFtXXQJEMBANGICGRAPHI CCA~WITHRADIOP~M 

SE DFCISICN MADE: 08-CCl-1999 
510(k) m AVAX?G%E FI0f FDA 

DEXICE: VISTABRITETIP~ 
SE DECISION MADE: 12-X?-1999 
510(k) SU@!ARY A- FFUM FDA 

DEVICE:oRDIS~l?IAE?&TiXHGUHEIER 
SE DEcISI(x\T MADE: 15-SEZP-1999 
510(k) SU@iARY AVAILX%E FXX FDA 

DEVIC.Z:PALMAZXLTANSHEX'ATICBILIARYSTEI?IS 
SE DECISION MADE: 29-OCT-1999 
510(k) SUbHGU! AVAILXKE m FDA 

DEVICE: S.M.A.R.T. .018NITINOLSTENTTBANSHQ'ATICBILIARYSYSIIE1VI 
SE DECISION MADE: 28-NOv-1999 
510(k) SUbfQRY AVAILABU FlXM FDA 

DEVICE: S.M.A.R.T. NITlXX STEXVI' TRANSHEPATIC BILIAFX SYSTEM 
SE DECISIm MADE: 23-D-1999 
510(k) SUHGRY AXULABIE FFXX FDA 

DEVICE: VAXULXt(XXLUSICX'?SYSTEM 
SE DECISICH MADE: 24-MAR-1999 
510(k) SUb%ARY AD FWSM FDA 
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cmDISEMXXIFSCUWiSY~,INc. 
ATlN:ALINA c.?wwam 
14OW N.W. 57'lH CC. 
MI?!m LAKES, FL 33014 

cmDIS~SY~,INc. 
ATIN:MARITZA CELAYA 
14000 N.W. 57TH CT. 
MIAMI IAKES, FL 33014 

cmDIs~SYm,INc. 
ATIN:M?iRITZA CELAYA 
14ooo N.W. 57'IH CT. 
MIAMI LPXES, FL 33014 

cmD1sWEBsIER,mC. 
78 
A!rIN:M?w ADAMS 
4750 LITlzEJcHN ST. 
- Pm, Ca 91706 

CofiDls WEBSTER, INC. 
ATm:MARy ADAMS 
4750 LITIZESCHN ST. 
BAIDWIN PARK, CA 91706 

UXDIS, AJCHNa&JCHNmQ). 
RYSYSTEM,axms~mMoLs, 
ATINzC-@ESJRYAN 
4OnDRIVE 
baRREN, NJ 07059 

UXEDYNAMICS,INC. 
ATIN:!lXX?GMMCINRXH 
11222 ST. JOHNS IND. PKWY. 

JAca<soNvILLE, FL 32246-6675 

UZEDyNAMICS,INC. 
ATIN:?I-BCBUIASMMClXl-0SH 
11222 ST. JOHNS IND. PKWY. 

mm, FL 32246-6675 

OORIN U.S.A. 
ATTN:CRAIG - 
10500 UNIVERSITY CfXlXR DR., 
SUITE 190 
TAMPA, FL 33612 

510(k) No: K984214 
FEONENO: 305-512-6518 

510(k) No: K991646 
F?ZNENO: 305-512-6546 

510(k) No: x993266 
PKNENO: 305-512-6546 

510(k) No: K991531 

FFCNENO: 626-939-8604 

510(k) No: K992965 
PHONE No : 909-839-8604 

DEVICE:XXLITY -mm 
SE DEXXSION MADE: 23-SEF-1999 
510(k) w AVAIIXZE F'FXX4 FDA 

DEVICE: PRclwLERPLUS INFUSIONS 
SE DECISICN M?iDE: 28-0X-1999 
510(k) SUbtGRY Am FFrZM FDA 

DJi'VICE:CXX?DIS WEBSTER DL7G0tGTIC DD TIP w, l%.lDEL D-10 

SE DEZISIQN MADE: 04-OZ'-1999 
510(k) m Am = FDA 

DEX'ICE:CQRDISWEEH'ER FIXEDCURVE~, &f333LS D-1124, D-1085 
SE DECISION MADE: 26-m-1999 
510(k) SUMMARY AVAILABLF, FIX&f FDA 

510(k) No: K992755 
CGPDIS~~TUBE 
FHONENO: 908-412-7446 

510(k) No: K992190 
FKNEINO: 904-641-6611 

DEVICE:~ISPAzMAz a=rRINIWIANTRANSHEPATICBILIARYSI'ENTANDDELIVE 

SE DMIISICN MADE: 15-SE&1999 
510(k) m AVAILABLE FFXX FDA 

DEVICE:CiXGFXXCH 
SE DECISION MADE: Ol-SEP-1999 

510(k) SmTFXmT 

510(k) No: K992250 DEVICZ: CORE AUDIBLE TRXAR II 
PHCNENO: 904-641-6611 SE DECISION MADE: 24-f%%1999 

510(k) STAmMmQ 

510(k) No: x990657 
PHCNENO: 813-977-4469 

DEVICE:TRIFIXPEDICLESPINAL~~Y 
SE DECISICGJ MADE: 26-MAR-1999 

DEVICE:oRDISENDcRTAsa[JLAR~ ~SIcN~~ 
SE DECISICN MADE: lo-ALG-1999 
510(k) SUMMARY AD l%X FDA 

510(k) S'nmmmT 
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WRIN U.S.A. 
ATIN: CR?!IG WRRANCE 
10500 UNIVERSITY CEM'ER DR., 
SUITE 130 
TAMPA, FL 33612 

CERIN U.S.A. 
ATTN:C!RAIG - 
10500 UNIVERSITY CEtVlXR DR., 
SUITE 190 
TAMPA, FL 33612 

CDRPAK MEDSYSTEMS 
ATm:t393mmmwAs- 
loOCX-NDDICKDRIVEi 
WHEELm, IL 60390 

crmmELL,LTD. 
ATIN:JAcx .ciaxam 
7399 z?zaIrn TucsoN WAY 
EIGumXD, w 80112 

WULTER am. 
ATTNzMARICBJSGAIDE 
11800 SW 147 AVENUE 
MIAMl, FL 33169-2500 

510(k) No: K992234 
ETDNEW: 813-977-4469 

510(k) ND: K992235 
PHONENO: 813-977-4469 

510(k) No: K990127 
FTKNENO: 847-537-4061 

510(k) No: Kg72708 
PHxEIm: 303-799-9401 

510(k) No: K984216 
FJI-KNENO: 305-380-2594 

CCULTER 03Rp. 510(k) NO: K990172 
~TETRACWiaMEaD45-FITC/CD4-RD1/~~/~3-PCS~ 
AlTN:MRICNSGAIDE EWNENO: 305-380-4331 
11800 SW 147 AVENUE 
MlAMI, FL 33169 

OCULTER 03REJ. 
ATIN:MARIONSGAIDE 
11800 SW 147 AVENUE 
MIAMI, FL 33169 

510(k) No: K990327 
PHCNNO: 305-380-2594 

CCULTER 03RP. 
ATIN:!lXCMSJENiLISH 
11800 SW 147 AVENUE 
MI?+m, FL 33169 

510(k) No: K990352 
FFKJNENO: 305-380-4331 

WULTER ODRP. 
ATTN:!lXtGSJENGLISH 
1950 WEST 8TH AVE. 
IlIALmH, FT.2 33010 

510(k) No: K991070 
PHONENO: 305-380-4331 

DENICE:lXETAPER-FIT'IWIXHIPSYSLtQd 
SE DEXXSICN MADE: 10-m-1999 

510(k) SUMGiRY AVAILXXE FFUX FDA 

DEVIC!F,:ZYRANXZIR'XNtACXRAMICFENMLHEihDS 
SE DECISICN MADE: 23-NI-1999 

510(k) SUNVARY AVAILGEE m FDA 

DEVICE: ozxmocuBBYmmFILE- DEVICE(IXD) 
SE DECISION MADE: lo-FEB1999 
510(k) fnATmEm 

DEVICE:ENlGS~PLUS/HYPRCCIDE 
SE DECISION MADE: 13-SEX'-1999 
510(k) SUMMARY AVAIIAHB FF%X FDA 

DEVICEi:IMMUNO-TROL~CXLLS 
SE DECISICN MADE: 1dMAR-1999 
510(k) SUMMARY AVAIVBLE = FDA 

DFXICE:~SYSTENFOREpICSxLFLCN~ SYmwImcrrD- 

SE DECISION MADE: 13-AF'R-1999 
510(k) SUMM?MY AvAIlllBLe ??XBf FDA 

DEVICE:RFiTI~SYSTEMFOREPICSXL~~SYSIEhS 
SE DECISION MADE: 26-APR-1999 
510(k) SMGRY Am = FDA 

DEVIC!E:aXJLTERACTDIFF2ANATs,YZER 
SE DECISION MADE: Ol-APl-1999 
510(k) SUMMARY AVAILMXE lXBi FDA 

DEiVICE:CXXJLTERZ2AN7XYZER 
SE DECISION MADE: ll-M?iY-1999 
510(k) SUNMARY Am FFUX FDA 
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CliANBERRy (M) SDN. EHD. 
ATIN:cHcNGYm TAT 

510(k) No: K983334 DEVIcE:NITRILEFC%?DETR~ EtxmmmT1oNm 
PHONENO: 055 451 055/5461OSE DECISION MADE: 19-!?EB-1999 

Lcrr85, JALWKXDLAND 
TASK INDu- ESTATE 
31400 IFTx,PERAK, SIA 

- (M) SDN. EHD. 510(k) IQ IT384039 
IfrEmmING(;zAIM(5oMIm OR=) 

FT-KFENO: 605 545 1055 iYI’IN:cHcNG YCCNTAT‘ 
LOT 85. JALAN KRILAND. 
TASEKiNDUSTRIALEST?SFi 
IpoHPEmK, 

CRITIcTIz,DEvI~o3Rp. 
ATTN:DAN HYUN 
499 NIBUS ST., SUITE E 
EWEA, ca 92821 

cIzlassTEx INTL. 
ATTN:SUSANDGOLDSTEIN-F'ALK 
55 I@xcEmN EWD., SUITE 410 
CZFBAT NECK, NY 11021 

cllYsuIIc;ERy, INC. 
ATIN:FKXALDAMCDOW 
P.O. Em 50035 
MLsHvILLe, TN 37205-0035 

CSAM, INC. 
ATIN:Y(xlE9Iw KIM 
1890 14!l'H STREET 
m, IA 52722 

cm 
ATIN:R.EFBNI' MINER 
197 EiEnmR Km 
vllJ.LW, NY 14221 

CTINIZ. 
ATrN:Mlm KYLE 
4349 L5AIml FE RD 
smLUIscB1sFo, CA93401 

c.YNmum, INC. 
ATm:GEoRGE cm 
10 EiLI~ DR. 
clTEL&Em, MA 01824 

510(k) NO: K983926 
PJXNEIIW: 714-257-0470 

510(k) No: K984187 
EJHONEiNo: 203-431-1511 

510(k) No: I@82506 
PBONENO: 615-646-2672 

510(k) No: K992255 
EBXENO: 319-344-7544 

510(k) ND: I<992836 
PIKNENO: 716-632-1988 

510(k) No: K9845X.Z 
pHoNENO: 805-544-5572 

510(k) No: I(984517 
FXNENO: 978-256-4200 

510(k) STAZ%ENT 

DEVICE:~FCGDERFREEVt!TEX EzmMmATIoN~wImmINoc 

SE DECISION MADE: 29-M?iR-1999 

510(k) m 

DEVIC'E:MPSGRAVTIY~~sET 
SE DECISION MADE: 2O-JAN-1999 
510(k) SUMMARY AVAILABLE l?F0t FDA 

DEVICE:~NcN-wT)nlENS~ 
SE DECISICN MADE: 18-FEE1999 
510(k) SUMKARY AVAILABLE: FROM FDA 

DEVICE:VERRUCA-EFCZEZEZCRYCXUKERY DEXJVERYSYSTEH 
SE DECISION MADE: 27-JAN-1999 
510(k) SUh%CBY Am FKBf FDA 

DEVICE: QMEMD, IXXXL~VERSION 1.0 
SE DECISICN MADE: 30-NW-1999 
510(k) SlTATEMENT 

DEVICE: SL990, SL980, SL950 
SE DECISICN MADE: 09-NOV-1999 
510(k) SUHFmRY AVAILABLE ETXX FDA 

DEVICFzNITRILCN~-TCKH 
SE DECISICH MADE: 12-JULr1999 
510(k) w 

DEVICE:CXK6UREERAs(JRELXER 
SE DECISION MADE: 2aJAN-1999 
510(k) SUMMARY AVAIIXZB FEMM FDA 
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-, INC. 
ATIN:GEtxGE cm 
10 EXJZABEXH DR. 
CHELMSFORD, MA 01824 

-, INC. 
A!lTN:GEXXX 0 
1OELIzABFIHDR. 
cxExM?FORD, MA 01824 

-, INC. 
ATm:GEIoRGE cm 
10 EL1ZJBTf.H DR. 
(ZIEUISFORD, MA 01824 

DADEBEHRIN, INC. 
XLORRXL 

ATIN:IBtMINEHPIESTNtK 
RI'. 896, G.LA+WM BTJX. 500 
NEMARK,'DE 19714 

DADEBWUNG, INC. 
)FLExRE?AGEm~ 
Krm:REBEcmsTeAsH 
BLDG. 5OOMAxLm514 
P.O. BOX 6101 
NEwARK, DE 19714-6101 

DADE-, INC. 
TEsr PAK 

ATR?:RFiBEaxsAYAsH 
GJASGCWSITE 
P-0. Box 6101 
NEMRK, DE 19714-6101 

DADE BWIING, INC. 
A!l.'IN:C7iROLYNK~ 
P.O. EOX 6101 
(zzmSGmm.500 
NE&ARK, DE 19714-6101 

DADE-, INC. 
ATm:cxmYPcPAFr 
BIDS. 5OOM?cumx514 
p.0. Box 6101 
NEwARK, DE 19714-6101 

510(k) No: K992084 
PHONENO: 978-256-4200 

510(k) No: K992765 
FKNENO: 978-256-4200 

510(k) No: K992814 
PENENO: 508-256-4200 

510(k) ND: K983344 

J?t%-mE NO : 302-631-6279 

DEiVICE:CYNXUFZDIWERM 
SE DECISICN MADE: 08-SEP-1999 
510(k) S'mmmfC 

DEXCCE:CXNXUREpxxxlllulELAsER 
SE DECISION MADE: 15-SE%1999 
510(k) SUM!ARY Am FFCM FDA 

DEVICfZ:DADE -QuIKLyTE METABOLYTEQUVRIZE, bKXX%DIMENSION(R) 

SE DECISION MADE: 22-JUN-1999 
510(k) SUbNARY AVAILAEU FFCM FDA 

510(k) No: K983849 

PHCNEND: 302-631-6276 

DEVIC!E:DIMfTNSICNAVraMATED HIGHDENSITYLIE0pR0lXIN~L (ADHL 

SE DECISICN MADE: 114-1999 

510(k) SUMMARY AVAILMLE FIIMUI FDA 

510(k) No: K984067 

PHCNENO: 302-631-6276 

DEVICE: SI'RA!NS (R)CS SI!A!C FUXMTRICANALYZER,ttXPATUS(R)CS~ 

SE DECtSICN MADE: 13-JAN-1999 

510(k) SUMb?&! AQUUEiTZFRcklFDA 

510(k) No: K984501 DEVIC.E:DADE BEHRING Err11 
??JrmE NO : 781-826-2073 SE DECISION t4ADE: 2i?-JUIr1999 

510(k) SUbNARY AVAIMBUC FiXM FDA 

510(k) No: Kg90251 
pFK?NENo: 302-631-6280 

DEVICE:DGTxF!G%~CMTRlXX, MODEL DF36 
SE DECISICX'J MADE: 31-MAR-1999 

DEVICE:~ tnREscwwITHTHEW3ER:~LAsER 
SE DECISION MADE: l&JUL-1999 
510(k) .SUMARY AVAILABLE Fw3M EDA 

510(k) StRQGRY Am FIXM FBA 
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DADE-, INC. 
ATINzcxmYPm 
ECLG. 5coM?iILBoX 514 
P.O. Box 6101 
NEHARK, DE 19714-6101 

DADEEWRIW, INC. 
ATmzczumPcmFT 
P.0. mx 6101 
lDT!E 896, cxASGmBLcG.500 
IQiWRK, DE 19714-6101 

DADE-, INC. 
ATlxzc?-tlxYP~ 
P.0. BOX 6101 
lxXrE 896, GLASGcmBLDG.500 
NEWdVt, DE 19714-6101 

DADE-, INC. 
ATIN:cmHYPcmFr 
p-0. Box 6101 
RWI'E 896, GLwcxwBLrfs.500 
NlWiRK, DE 19714-6101 

DADE-, INC. 
A!emzcAlwP~ 
P.O. mx 6101 
KXJI'E 896, ~BLcG.500 
NEWAFtK, DE 19714-6101 

DADE-, INC. 
ATmzLoPmmJsPIEsrTw( 
P.O. Box 6101, 
M%IL STOP 514 
NEWARK, DE 19714-6101 

DADE-, MC. 
ATINzLcmAINEPIEsmAK 
p.0. Box 6101 
RomE 896, GLFsGcwm.500 
NEW?@K, DE 19714-6101 

DADE BEHRING, INC. 
A!ITN:~LYNKGEC%E 
GtiLxGm SITE 
p.0. EOX 6101 
NEWIRK, DE 19714 

510(k) No: K990255 
PfDNEiW: 302-631-6280 

DEVIa: DIMENSICNDRUGCALIBRATtZtII, MZDELDC49B 
SE DECISICCJ MADE: 16-FE&1999 

510(k) SUbMARY AVAILH&E FFCM FDA 

510(k) bKx K990551 DEVIcE:IGGFIEXREAGENT~ 
PHCNE IW : 302-631-6280 SE DECISIm MADE: 25+AR-1999 

510(k) SUWlARY A- FRCH FDA 

510(k) No: K990552 
PIXNENO: 302-631-6280 

DEVICE:~INA'I?iWSYS?TFiM 
SE DECISION MADE: 25-MAR-1999 

510(k) SUMWRY AVULABLE FT0.t FDA 

510(k) No: K990553 
PrxxiEIw: 302-631-6280 

DEVICE:IGMELEX~~ 
SE DECISICN MADE: 22-MAR-1999 

510(k) SUbWARY AVAIUQUZ FIMM FDA 

510(k) m: K990554 
PfxNE No : 302-631-6280 

DEVICE:DIMFsNSIONSPECIATdPF0IEINC7&IBRA!IOR 
SE DECISION WE: 22-H?%1999 

510(k) SUbMARY AVAILABLE FFC&i FDA 

510(k) ND: K990824 
FTKXEm: 302-631-6279 

DEVICE:REVISEDGREACTIVEPROIEINCWIBF%TOR 
SE DECISION MADE: 16-APR-1999 

510(k) SUbMU&' AVAILABU FIIQM. FDA 

510(k) No: x990825 
F?FICNXNO: 302-631-6279 

DEVICE:REVISEDGREACMW pI?ca!EIN(m)FLM-- 
SE DECISION MADE: 16-APR-1999 

510(k) SUbWARY AVAIIMLE liW&l FDA 

510(k) NO: K991157 
PHONE NO : 781-826-2073 

DEVICE:NLATEXSTFRRE%i@NT 
SE DFCISICN MADE: 02-AU&1999 

510(k) SUml?W AVAIUBLE FE0t FDA 
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DADE-, INC. 
ATI'N:~SAYASH 
FO BOX 6101 
NEWARK, DE 19714-6101 

DADE-, INC. 
ATnkRFBfKmsAYAsH 
Fo Eox 6101 
NEW@X, DE 197146101 

DADEBEHRING, INC. 
ATIN:CQWU!NKGfiOFCZ 
P.O. BilX 6101 
NESGBK, DE 19714-6101 

DADE-, INC. 
A!I'IW:CAFGLYNKU'CCR% 
P-0. BOX 6101 
NEWARK, DE 19714-6101 

DADEEGBRIIG, INC. 
ATIN:REBEaxsAYAsH 
P-0. Em 6101 
-, DE 197146101 

DADEBEHRING, INC. 
ATm:Fm3EcasAYAsH 
-SITE 
P-o. Box 6101 
NEi%RK, DE 19714 

DADE-, INC. 
ATIN:-SAYASH 
-SITE 
P-0. EOX 6101 
N?XWAFX, DE 19714 

DADEBEHRING, INC. 
ATm:-SAYASH 
GLAfxxd SITE 
P-0. Box 6101 
NEWARK, DE 19714 

DADE-, INC. 
ATIN: RANDAMES RrEsGo 
1851 DEUWAFE PKWY. 
MIAMI, FL 33125 

510(k) No: K991176 
PHONENO: 302-631-6276 

510(k) No: K991177 
PEDNENO: 302-631-6276 

510(k) NO: K991181 
PENEIW: 781-826-2073 

510(k) No: Kg91182 
PHONENO: 781-826-2073 

510(k) No: K991385 
PHCNENO: 302-631-6276 

510(k) ND: K991704 
PEENENO: 781-826-2073 

510(k) No: I(991705 
PIDJENO: 781-826-2073 

510(k) No: K991787 
PXMENO: 302-631-6276 

510(k) No: K992321 
pI43NENo: 305-636-7727 
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DEiVICE:OPUSTF0!JCNINICALIEWGCB 
SE DECISION MADE: 01-1999 
510(k) SUWARY AVAIUBI& FRCBf FDA 

DEWICE:OPUSTROIWINI(cTN)TEST~LJLES 
SE DECISION MADE: Ol-JUL-1999 
510(k) SDWWU! AVAILWLE FFGf FDA 

DEVICE:~IFICZTICGJOFNPRJTEINSTANDIARDSL 
SE DECISICN MADE: Ol-JUN-1999 
510(k) SUWViRY AVAJZZLE FROM FDA 

DEVICE:~IFICRI'IONOFN/TPRYlEINCkWI'RJL SL 
SE DECISICN MADE: 19-W&!-1999 
510(k) SUWARY AVAIURCE FRB FDA 

DEVICE:DADEEWRING NHIGHSENSITMTYCRPASSAY 
SE DECISION MADE: 25-CCl'-1999 
510(k) ScpiplARy AVAILABLE: FROM FDA 

DEVICE:N/TPRZEIN~LLC 
SE DECISION MADE: 25-JUN-1999 

510(k) SUMMAFU AD FEMM EDA 

DEVICE:NPRCYlEINSTRNDARDUY 
SE DECISICN MADE: 15-J'&-1999 

510(k) .tZWWtY Am FF0f FDA 

DEVICE:NLATEXIGEiHBOREWENT 
SE DECISION MADE: 07-JUL-1999 

510(k) SUMMARY Am FRCBl FDA 

DE?JICE:SYS&lEXAUJUWtED OJAGUU%TICNANALYZER,I%.BELsCA-6CCO 
SE DECISICN WE: 17-SEZ-1999 
510(k) .SDWWY AWULAEUZ FIzaM FDA 
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DADE-, INC. 
m:- RlIEso 
1851 DEXAWABE PKWY. 
MIAMI, FL 33125 

DADE-, INC. 
ATrN:RADAMEs Rros%o 
1851 Dm PKNY. 
t-fI@fI, FL 33125 

DADEEBBJX, INC. 
ATIN: REDAMES RIESGO 
1851 DEXMARE PKWY. 
MIAMI, FL 33125 

DADE -i%BIZ, INC. 
ATTN:REBEmAsAyAsH 
(=LRsGcw SITE 
P.0. Box 6101 
NEWARK, DE 19714 

DADEBEHRING, INC. 
m:RADw RIlEsa 
1851 DELAWARE PKWY. 
MIAMI, FL 33125 

DADE-, INC. 
ATI'N:M39UNAAbXEF 

510(k) No: K992423 
FFKNENO: 305-6367727 

510(k) No: Kg92763 
PHoNENo: 305-6367727 

510(k) m: K993174 
PHONENO: 305-636-7727 

510(k) m: K993273 
PHCMNO: 302-631-6276 

510(k) No: K993299 
FTKNENO: 305-636-7727 

510(k) NO: K993310 DEXtCE:ARXIKX?F0IEINUX'?TROLSJZRUMCHD,MBELsOUPH 
ETDIENO: 302-631-0384 SE DECISICN MADE: 30-NC-V-1999 

GIASGCM BUSINESS a3”HmnY; 
BLCG. 500 MAIL mx 514 
P.O. EKul 6101, NE%G%RK, DE 19714-6101 

DADEMICRXXZN, INC. 510(k) No: Kg83408 
ATINzSHX0LYNJLENBX PHONEW: 916-374-3183 
1584ErmmwRISEBLvD. 
wa+-r ,acNMmm, CA 95691 

DADEMIm,INC. 510(k) No: K983711 
ATI'N:CYNBDAVANDUIUZR PHCNENO: 9X-374-3105 
204OEfMrmmIsEBLvD. 
bmsr rsamwmm, CR 95691 

DADEMICRXChN, INC. 510(k) No: K983746 
ATIN:SHAROLYNJLEffIXB ET-CNENO: 916-374-3183 
1584FimEmRISE~vD. 
WEST sxxwmno, CA 95691 

DEVIGZ:SYSMEXAUBXATED al%GmmTrnANALYzER, IcD~c7+500 
SE DECISICN MADE: 21-SE%1999 
510(k) SUMMARY AVAIUEEE FRX FDA 

DEXICE:SYSMEXAUBXATED axsmATImANALYm,fiICDELcA-500 
SE DECISICN MADE: 21-SEP-1999 
510(k) SUMAFtY AVAIUBLE FRX FDA 

DEVICJZ:SYSMEXAURXZQED axxJLATIcHANALYzER,mxLcA-6ooo 
SE DECISION MADE: 09-NCV-1999 
510(k) SUbMARY AVAILABLE FFUM FDA 

DJZVICE:NL?iT!EXFERRITIN 
SE DECISION MADE: 23-PJcxr-1999 

510(k) SUQQFtY AVAIMZE FTMM FDA 

DEVICE:SYSMEXAUIQRJED c.xxmATIcN~YzER, mDEzLc?i-1500 
SE DECISION MADE: 07-DEG1999 
510(k) SUMMARY A- FRX EDA 

510(k) SUMARY AVAILXKZ FFUX FDA 

DEVI~:DRIED~~~ANDGRAM-POSITIVEMIC/~PANELS 
SE DECISION MADE: lO-MY-1999 
510(k) SUM?R~AVAILXXE FRX FDA 

DEVI~:DRIED~~IVEAND~~ITIVEMIC/OQMBOPANELS 
SE DEZISION MADE: 27-AE'Ft-1999 
510(k) sSUMGRY AXULAJXE FRaM FDA 

FDA 

DEVICEt:MICXBTREP PLUSPANEL 
SE DECISION MADE: 09-DEC-1999 
510(k) SUMMARY AVAILABLF: FlMM 



SUENITl?E!RADDFBSSLISTIIGFoRCDRH~IALLY~ (a) 510(K) - OR 510(K) - 
FOR FINAL DECISICNS RENDERiD DURING THE FXFtIC0 Ol-JAN-1999 THRXGH 31-DE-1999 

06-JAw2ooo 
Page 98 

DADEMICRXCAN,INC. 
ATm:fclYmxmwDuKER 
2040 -SE EDID. 
WEST E&x-, C?I 95691 

DADEMICFXXCAN, INC. 
ATrN:TF%zvoR WALL 
1584 FlNlmaasE BLVD. 
WEST SAm, CA 95691 

DAIWAPRBIXIS,INC. 
A!ITN: E.J. SMITH 
P.O. Em 4341 
QIOFION, MD 21114 

DAKOCORP. 
MXSEANTI-~TXX'LL,CD3/RF'E, 
AIITN:GFBXB%MMUF@AY 
6392 VIA REP&, 
CARPINTERIA, a 93013 

DAKOCXIRP. 
A!I'INtGREXHENMMURRAY 
6392 VIA REAL 
CARP-, CA 93013 

DANMED,INC. 
AIrIN:- sAM3GAARD 
4WESTDRYCREEKCUXCLE 
SUITE 260 
DENQX, 03 80120 

DANEKMEDICAL,INC. 
ATIN:F%XARDWTREHARNE 
1800pyRAMIDPL. 
MFMpHIs, !m 38132 

DANEKMEDICAL,INC. 
ATlN:FumwTEiEHAIlNE 
1800 PYRAMID E'L. 
MEMMIS, 'm 38132 

DANEKMEDICAL,IItC. 
ATlN:FcIcHARDW~ 
BOOPYRAMIDPL. 
MEMPHIS, TN 38132 

510(k) No: K983922 
FT-KNENO: 9X-374-3105 

510(k) I0 K993102 
PFICNENO: 916-374-3332 

510(k) No: K983616 
PHoNENo: 410-451-0639 

510(k) No: K991402 
CLDNEtJCFTl 
PHCNENO: 805-566-6655 

510(k) N3: K991454 
PHONE No : 805-566-6655 

510(k) No: K99l241 DEVICE: IF8000 
!?%icNE No : 800-495-6670 SE DECISION MADE: 02-NOV-1999 

510(k) No: K982875 
FTKNENO: 901-396-3133 

510(k) No: K984522 
PXONENO: 901-396-3133 

510(k) ND: Kg90603 
F?-mE No : 901-396-3133 

DEVICE:DPIEDGRAH-w ANDGBAM-rnITIvEMIC/rnPANELs 
SE DECISION MADE: 17dUh'-1999 
510(k) SUbNARY AVAIUEXE FFUH FDA 

DEiVICE:DRIEDGFU%XfXTIVEMIC/CQMBOPANEU 
SE DECISION MADE: 02-DEC-1999 
510(k) SUMMARY AVAIUIXE FRX EDA 

DEVICRDAIWAMoDEL180 
SE DECISICN MADE: 15a-1999 
510(k) SNB%EXC 

SE DECISION MADE: 21dIJN-1999 
510(k) S@NAFtY AVAILXRB m FDA 

DEVIC!E:MRJSE!IGGlNEGATIVEC0XIXXS 
SE DEXXSICN MADE: 21-JUN-1999 
510(k) SUMMARY AVAILUXE FIiaM FDA 

510(k) SmBGNl' 

D~~:MCDIFI~ICNMZ~~~~F~ICNSY~ 
SE DE!CISION MADE: 19-JAN-1999 
510(k) SUHNRY AVAIIABX FEMM FDA 

DEXICE:bSXIFICaTICNOFTSFHSPINALSYSTRd 
SE DECISION MADE: 06d?&1999 
510(k) SUMMARY AVAIUBLE Ff?CN FDA 

DEVI~:~IFI~I~OFTHEZ~-~ANTERIORF~ICNm~ 
SE DECISION MADE: IO-MAR-1999 
510(k) SUMMARY AVGLXiLE FFUX FDA 
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DANEKMfZDICAL,INC. 510(k) NO: K991528 
* ATl-N:RImwm FFXNENO: 901-396-3133 

1800 PYRAMIDPL. 
MIaPHIS, 'IN 38132 

DANEXMEDICQL,INC. 
ATm:mcHARDw- 
18OOPYPMIDPL. 
MEMPHIS, TN 38132 

510(k) No: K993855 
PHJNEIW: 901-3963133 

DASHMEDICALoVESSDNEHD 510(k) PJO: K992128 
GLmFswImpw3TEIN~ IlAEELINGm (5oMIa 

PHCNENO: 414-421-2229 ~RfBEFCJSULUVANJR 
10180 SGUIB 54TR SIREEI' 
FRANKLIN, WI 53132 

DATA CFUTICAL CmP. 
ATIN:DREw WEAVER 
19820 IU?IIi CPEEK PARIWAY 
# 100 
EOBIEU, m 98011 

DATA CRITICAL ax@. 
A!I'IN:DREiW WEAVER 
19820 IWXTH C!REEK PKWY., #lOO 
EaHEa,wi98Oll 

DATAMEDIuxIAStxxz~,INC. 
Ztl?I'N:-G- 
845 AVENUE "G" EBSI' 
ARLlmxqTx76Oll 

DATAStBpEtCXRE'. 
8-c&0117-xx 
ATIN: Flu= OLSEN 
58oWlXtERSAvE. 
P.O. Box 5 
PARAMUS, NJ 07653 

DPLCASOOPECCW. 
ATIW:SUSANEM?iNDY 
58OWINIERSAWNUE 
pAl?Aws, NJ 07652 

DATEX-CHMEDA,INC. 
ATIN:DANIEL KCSEDNW. 
P.O. Box 7550 
MADISON, WI 53707 

510(k) ND: Kg90378 DEXT.CE:STATVBWSYSI'EM 
FT-KxmNo: 425-482-7ooO SE DEcISIGiV MADE: 20-SEX-1999 

510(k) SUM?BY AVAIUBLE FRX FDA 

510(k) No: K992848 
PKJNENO: 425-482-7ooO 

510(k) No: K993098 
PHONENO: 817-640-0965 

510(k) No: Km983575 

PHONENO: 201-967-6894 

DEVICE:XZWWIEMSY~ 
SE DECISIGN MADE: 19-AC%'-1999 
510(k) StlMARY AVAILABLF: FRX FDA 

DEVICE: HDL-C/IDLCCALoIFBAXR, iCXXL1913-003 
SE DECISION MADE: 08-ocT-1999 
510(k) fXM&RY AVAIUBLE m FDA 

DEVICE:AZUI0RRPLUSN0NINVASIvEBIIxD LJFasmm~m,mEL#o99 

SE DECISICN MADE: 13-MAY-1999 

510(k) SmQXEXC 

510(k) i0 Kg93531 
FT-ICNSNO: 201-967-2229 

DEvI~:P~~2~S1~~~,~~~98-oo-o~70-~ 
SE DEXZISIQX MADE: 28-D-1999 
510(k) STWXamT 

510(k) No: K990132 
FWNENO: 608-221-1551 

DEVICFa:DA!.CEX-CHMFDA -IA VAPORIZER, l"txxL D-TM: 
SE DFCISION MADE: 21-JAN-1999 
510(k) m AVAILAEU FITckl FDA 

D~~:~IFI~ICNTOTENORSPINALSY~~/~T~ 
SE DECISICN MADE: 28-WY-1999 
510(k) SUbWARY AVAILXBB FfMM EDA 

DFiVICE:A!t!UWXANTERICRCERVIcIIT,~SY~ 
SE DECISION MADE: 15-DEc1999 
510(k) SUbWARY AVAILXUX FRX FDA 
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DATEXWA,INC!. 
m: JOEL KENT 
3 ITJI- DR. 
TI'EWKSBDRY, MA 01876 

DATEXXHMEDA, INC. 
A!?mJ:JoELcm 
3 HI- DR. 
TliWKSBURY, MA 01876 

DATEC-CHMEDA,INC!. 
ATm:JoEL KENT 
3 I-II- DR. 
7?ElWKSBURY, MA 01876 

DAuMaxP. 
ATIN: E.J. SMITH 
P.O. mx 4341 
Ci3KFKN, MD 21114 

DAUM c;MBH 
AkI'lX: E.J. SMITH 
P.O. mx 4341 
CFO??'ICN, MU 21114 

DAUMGMBH 
A!lXT?: E-J. SMITH 
P.O. Box 4341 
c%fX'EN, MD 21114 

DAVIS & GEm, INC. 

510(k) hQ Km992181 
pI3cNE No : 978-640-0460 

510(k) No: K992323 
PImE No : 978-640-0460 

510(k) No: K993296 
Fl-KNE No : 978-640-0460 

510(k) No: K.990278 
ETXNENO: 410-451-0639 

510(k) No: K990782 
PiBYE ID : 410-451-0639 

510(k) r0 K99l366 
prxlNEM: 410-451-0639 

510(k) px3: K982853 
ATlX:VWADA JCHNSCN PHONENO: 314-895-4100 
444&c!xziwmdBLm. 
-, m63042 

DAVIS XHXTLWDER & DAVIS, LTD. 510(k) No: K984128 
ATlNzCLXDEEINGERSOLL PHCNENO: 716-693-6591 
54IUVEMCWAVE 
!lQWANDA, NY 14150-5260 

DAVIS SCWMUNDER & DAVIS, LTD. 510(k) No: K984134 
ATIN:CYDEEmLL FiENEm: 716-693-6591 
54RIWRVDWAVE 
TWAWWiDA, NY 14150-5260 

DAVIS SCHMTLANDER & DAVIS, LTD. 510(k) No: K993717 
ATlN:CLYDEElXER%XL FT-aE~Iw : 716-693-6591 
54RIWXMUWAVE 
TONAWNDA, NY 14150-5260 

DEVICE:TRIPTCNNIRYCWHEZER,8F 
SE DEXZISICN fllADE: 24-AUG1999 
510(k) zsTAmmm 

DEXICE:DATM-oHMEDACWDICCW5,F-MX,F-MXGANDA(XZXNES 
SE DECISICN MADE: Ol-NW-1999 
510(k) z%WmmNT 

DEVICE: TRIP%XNEXNCXHEI%t,14F 
SE DECISION MADE: 15-DEc1999 
510(k) SZATWmm 

DENICE: DAUM I@mxxm~10psyNEEDLE 
SE DECISICN MADE: 3O-MAR-1999 
510(k) .smTmmm 

DEZVIa: DAUM -TEaMcAR 
SE DECISICN MADE: 28-APR-1999 
520(k) simT@mm 

DEUICE:DAuMMRI/ CXNVENIONAT-iBIOF'SYKIT 
SE DECISION MADE: 25-JUN-1999 
510(k) SAW 

D?ZVICX:SILKSUIURE 
SE DECISION MADE: 30-APR-1999 
510(k) SUMMARY AVAILXU FMX FDA 

DEVICEZ:ENIGMAD~TEEXH 
SE DEXXSICN MADE: 09-FEE!-1999 
510(k) STATmEW 

DEVICE:NATWADwruRETEEX'iI 
SE DECISICN MADE: 12-FEB-1999 
510(k) STATmEm 

DEVICE:NiXMAHI-BAsEDEMI'UFZBASEM?fE%U& 
SE DECISION MADE: 22-DE%1999 
510(k) V 
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DAVOL, INC., SUB. CR. BARD, INC. 510(k) No: K982867 
I 0025370, 0025CC0 
irTIN:mb DRPGO PHONENO: 401-463-7C00 
loo m - 
CRANm, RI 02920 

DAML, INC., SUB. C.R. BARD, INC. 510(k) No: K991637 
ATm:RINI - EWONElNo: 401-463-7000 
100 wm 
(cx?ANm, RI 02920 

DAVOL, INC., SUEL C.R. BARD, INC. 510(k) No: K991799 
ATI'N:LUCINDALEOX PHONENO: 401-463-7000 
100 - - 
cI-F#wm, RI 02920 

DAYSPRINGMEDICBL,INC. 510(k) No: K991003 
SELINEW/LUER-LtX!KUXUBXXTXXNECBX, t5THcxa, w/ SLI 
ATIN: NEIL RA%s&lussEN 
1936 EiEXXN CT. 
EMXDER, a3 80302 

DAYSPRlXMEDIC7G,lXC. 
CN., Pm m, DpClOlVS 
ATrN: NEXL P.z-mlussEN 
1936 EiFACQN CI'. 
muIm.R, CD 80302 

DELMARAVICNIC'S 
ATm:RAEmEL r?nmuN 
1621 ALmU PARKMAY 
IRVINE, CA 92714 

DEX,MARMEXXCXSY.ST!BG,~. 
m: IEivTIa ERIAN 
1621 ALXN PAR%NAY 
IRVINE, CA 92606 

DELMARTEXXNO~IES~. 
ATTN:JANKw 
11772 t%RRENO mT.LEY RD. #237 
SAN DIEGO, CA 92121 

DE!LE%lICK!NSULTlXGFGUE' 
ATTN:J. HARVEXKNAUSS 
11874 XXX-I EVELYN CIRCLE 
mm, TX 77071 

FFKNENO: 303-442-4514 

510(k) No: K991005 

PHCNEiNO: 303-442-4514 

510(k) No: K990027 
Pi-KXWNo: 949-250-3200 

510(k) Ni): K993620 
PKNZKI: 949-250-3200 

510(k) ND: K984339 
EWCXQENO: 619-350-6066 

510(k) No: K983680 
PISONENO: 713-723-8169 

DEXIC!E:HYDROF'LEXHDHY~ PIG DISTENCION SYSTEN,HXXL #'S 0025360 

SE DEiCISICN MADE: l9-FEEi-1999 
510(k) SUNBY AVAIL%XE F!lXN FDA 

DEVICE:E?ARDSPEiRMA-TEX E'RESHWED MESH (2.4"X5.6"), bXIEL 0114700 
SE DECISION MADE: 22-JUN-1999 
510(k) SUMMARY AVAIMBLE FfiaM FDA 

DEVICE:DAVOLHY ZXEZ%BmPYPOUCHDRAPEANDTUBINGSET,mmOOXXXXO 
SE DEXXSION MADE: l3-SEP-1999 
510(k) SUNNARY AVAIUBLE M FDA 

DE!VICEsPUMPSEGME%T RINsELImw/SLIP~coNNEcIwI,PuMp~~ 

SE DJXISICN MADE: 09-JUN-1999 
510(k) s?TIc[IEMENT 

SE DEXXSICN MADE: 22-JUN-1999 
510(k) ,fmmmNT 

DEVICE:CMNIcBRDE?,&UDEL464 
SE DECISION MADE: 09--1999 
510(k) SUM%RY AVAILNXE FEMM FDA 

DEVICE:IMpREsARIO 
SE DECISION MADE: 12-NOV-1999 
510(k) SUbNARY AVAILABLE M FDA 

DEXfICZ:I%DAR-l! 455 SCX'NRSYSTEM 
SE DECISION MADE: 18-FEB-1999 
510(k) ,tXMmmm 

DEtVICEi:XRINITyIISlBZE CBAMFBRDVTPUMF' 
SE DECISION MADE: 28-APR-1999 
510(k) SUMbBRY Am FFXX FDA 
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DEISYSINC. 
ATI'N: GIANLUCR DE WCA 
PO EDX 15734 
EKXJICN, MA 02215 

DEN-MATm. 
ATIN:WR= 
2727 s?dYWAY DFUVE 
L5aAmn MARIA, CA 93455 

DEN--EZ, INC. 
ATrN:wILLIAM GusaYIT 
1816 ammIATJ vILuGE LSJ. 
m, PA 17601 

DEN-TNrEZ, INC. 
AtIlT?:FRANK OEILIG 
1816 amxIAL vILJx% LN. 
m, PA 17601 

510(k) No: K990356 
PFKNENO: 617-326-0599 

510(k) No: K983106 
PHCNENO: 805-922-8491 

510(k) No: IQ83574 DEVICE:STARDH?I?iLTITAN3 L.UEEBE-m-S 
PHCNENO: 717-291-1161 SE DECISION MADE: O&JAN-1999 

510(k) SD&MARY Am = FDA 

510(k) No: K990844 
FWNEIKJ: 717-291-1161 

DENPLUSINC. 
ATIN: .samJIA m 
4235 BEAccNsFm 
-, QUEBEC, 

510(k) No: K991996 
FTI-KNENO: 450 646 1330 

DWCMIP. ResEARcH & DEVELC)m 510(k) N: K992233 
ATTN:DAVlD AT.RFJTnA FiDEIS3: 800-454-9244 
7-11 5icmH EiFuxmm 
mITEPLAINs,N!c10601 

DEt?I2iLIM7iGINEEFtS&A%%C= 510(k) No: K991449 
A!rlN:wILLlIAM BELWER PHONEE: 732-493-4747 
804WESTPARKAVE. 
OCEAN, NJ 07712 

Dm x-RAN SUPKRT SY-, INc510(k) No: K992896 
2, 830) 
A!rm:JrJM JAm PHCNENO: 425-640-0926 
2124 - 196?H ST. SW., SUITE B 
L-, m 98036-7006 

D~/NEDIC?%D~ IC smmS,510(k) No: K990087 
A!lm: STEVE BmlY PJXNfZIW: 949-756-1770 
16722 MILLIKAN AVE. 
IRVINE, a 92606 

DEVICE: THE~LI-8~SYSTEM 
,'+E DEC'ISICN MADE: 29-AE'R-1999 
510(k) m 

DEVICE: 1ST IMPF@SSIcN 
SE DECISION MADE: O%?EB-1999 
510(k) ,STmmmT 

DEVICE:S~ENl%LAXcS L?LnmnawAmsYm 
SE DECISION MADE: 28-MAY-1999 
510(k) SUMARY AVAILABLE FFQJ FDA 

* 
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DEVICE: IMPACT-PLUS, IMPACT-20, DP97, DP97-20, DP-FOUR AND DP-REPAIR 
SE DECISION MADE: 08-SEP-1999 
510(k) m 

DEVICE:APEX= B-1020 
SE DECISION MADE: 3o-N(xI-1999 
510(k) SIlATEMEN 

DEVICE:SKORFrAIDPLUS 
SE DECISION MADE: 22-JUL-1999 
510(k) SUMAFtf AVAILABLF: = FDA 

DEVICE:DXSSAmICX-RAYFILM-, (mEL.S #S: 512, 1530, 81 

SE DECISION MADE: 03-SEP-1999 
510(k) SUbMARY A- FROM FDA 

DEVICE: DMD DIGITAL X-RAY SYSTEN 
SE DECISICN MADE: 13-M7U-1999 
510(k) sI21TEMENT 
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DENIWWX,INc. 
ATIW:MARTINARIWI'IO 
4311 S.W. RElsFma WAY 
OxmLLIS, OR 97333 

510(k) No: K983558 
FHONENO: -340-2373 

DENCANAX,INC. 
m:MARTINARIGWW 
4311 S.W. m WAY 
axvALLIS, OR 97333 

510(k) No: K990448 
PHtXElNo: &38-340-2373 

DEN'EK LASEFt%STENS ~UKrICNS c-x510(k) No: K990680 
ATJX: DI w3LFT;ANG NINAUS 
GIalmcmw3 
-, 

DENIRCNICAB 
ATIN:ANDERS SUNDH 
mx 733 
931 27 m, 

DmFTf., LTD. 
ATm:MAFaJs TIPPExT 
56A/BGLJWCfiWNDRD. 
PARKSIDE, SCWIMAUSIRALIA, 

DEMI'SPLYINTL. 
ATm:P.JEFFmY LEHN 
570 WEST COLLJGEAVENUE 
P.O. EOX 872 
YORK, PA 17405-0872 

DEIWSPLYIIVIL. 
AfIm:PJEFFERYLmN 
570 WEST COLLEGE AVE 
YORK, PA 17404 

DEWTSPLYINTL. 
ATlN:P.JEFFmY LEHN 
570 WEST DAVE 
YGX, PA 17404 

DENTSPLYINI'L. 
ATIN:P.JEFFmY LEm 
570 WEST oXJ.ZE AVEt 
YORK, PA 174.04 

Fl-KxiE’No : 433 162 65204 

510(k) No: K984201 
FHCNJZNO: 46 910 83570 

510(k) NO: K983665 
PHONENO: 618 827 10744 

510(k) No: K983966 
PHONENO: 717-845-7511 

510(k) No: K984387 
PEENENO: 717-845-7511 

510(k) No: K991909 
PKNENO: 717-845-7511 

510(k) No: K992516 
PHCNENO: 717-845-7511 

DEVICE:ACEl%LDEI?I!AL/PFGGNEDCLASP 
SE DECISICN MADE: 07-JAN-1999 
510(k) SIWMElW 

DEVICE: THE.R.m.EWiiE 
SE DECISICN MADE: 23-t%+1999 
510(k) s?aTEMENT 

DlWICE:DENlECLDl5DICDEL?iSER 
SE DECISION MADE: 30-J&-1999 
510(k) STwmENC 

DEVICE:DENZIR 
SE DECISION MADE: 29-SW-1999 
510(k) SUMM?W! AVAILABLE: FTMM EDA 

DEWI~:MANaMETRICASSEN%IES 
SE DECISION MADE: 17=-1999 
510(k) SUMtQRY AD FFGl FDA 

DEVICE:NupRDPI0PHYL&XISPASTEWITH RCXIRTDEANDTRICLCGAN 
SE DECISICN MADE: 29JAN-1999 

510(k) S AVAIMBLE FIMM FDA 

DEVICE: R-30 AEsIHETIc-IVE 
SE DECISICN MADE: 13-JAN-1999 
510(k) SUMARY AVAILABW FIMM FDA 

DEVICE:DEiL~FSWI'IH FN0RIDE PIT & FISSURE SEALAW 
SE DEx=ISICN MADE: 20-AUG-1999 
510(k) SUbNARY AWILAKLE FIMM FDA 

DEVICEi:DYRACCSEAL aME7M% PIT & FISSURE SEALAW 
SE DECISION MADE: 27-AUG1999 
510(k) SUbNARY AWWAEiLE FR3M FDA 
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570 WEST CCKLECZAVE 
YORK, PA 17404 

510(k) No: K992518 
PHCNENO: 717-845-7511 

DENISPLYINlL. 
ATIN:P.JEFFERY LEJm 
570 WEST c3LLWGE AVE 
YORK, PA 17404 

510(k) m: K992519 
FHCNEKO: 717-845-7511 

DENISF'LYINTL. 510(k) No: K992610 
ATIN:DANIELPMUFG'HY PHONE NO : 8474404908 
901 WEST CMUCH ST. 
DES PLAINES, IL 60018-1884 

DENTSPLY INTL. 
ATm:P.JBmmY LEm 
570 WEST ooL1;M;EAvENuE 
P.O. BOX 872 
YORK, PA 17405-0872 

510(k) No: K992822 
EJHiNENO: 717-845-7511 

DEWI'SPLYIIWL. 
ATm:P.JEFFmY ImN 
570 WEST (xILLM;E AVE 
YORK, PA 17404 

510(k) No: K992956 
FTDNENO: 717-845-7511 

DENISPLYMIOWST 510(k) KO: K983105 
GJzmLmR(~),mEL#ccs-100-01 
AllTIN:- xoIl3 EWNE NO : 847-640-5366 
901 w. cxwrav slmmr 
DESPLAINEs,IL60018 

DERJYACEMEDICZ&oc). 510(k) No: K99Ol.20 
A!l?lNzKATHUENDF&iKWICH PFKNENO: 310-414-6213 
226OEnsrm SEIGUMX) BLVD. 
EL ,t.zGmm, cl 90245 

DEFWACEMEDIC%LoD. 510(k) No: K990392 
~RWJLEENDRAMWIM FEONENO: 310-414-6213 
2260EASTEL SEGUMX) BLVD. 
EL -, a 90245 

DERJYACRBED 
A!rJm:FPANK Mm5 
325 PARMYJNT DRIVE 
RAYHiWM, MA 02767 

510(k) No: K992168 
PHCNE NO : 508-828-3390 

DEVICZ:PRIME&~I'iTDUALCUF?E~ DENTALADHESIVfZSYSTEiM 
SE DECISION MADE: 22-S.EP-1999 
510(k) SUbWRY AvAaABLE FRaM FDA 

DEVICE:NFCNON-FUN~OZNDITIONER 
SE DECISICN MADE: 22-CXZC-1999 
510(k) SUbNARY AVAILMLE FIMM EDA 

DEWICZ: GENDEX 765x, mm 110-0154 
SE DECISION MADE: 07-SEP-1999 
510(k) SUMGBY AVAIUBLE FFCM FDA 

DEVICEi:SEAL& ~PFtWECTIVESEALANTFoRExpDsH)DENTINE 
SE DECISION MADE: 17-WV-1999 

510(k) SWYAFU AVAILABLE FRN FDA 

DEVICE:LUCITDNEFRSFLEiXIE!ZLDENmLFU?SIN 
SE DECISION MADE: 06ac;T-1999 
510(k) .SUMAF% AVAmiEIE FRB FDA 

DEVIC!E:CCS;aWUTER~~, mEL #cm-lc!o, cm; clzxmm 

SE DECISION MADE: 08-MW-1999 
510(k) .SWNWY Am FExx FDA 

DE?JICEi:~IFICATIONOFDEPUYACETlHAX~IALPPIII=NPLATE 
SE DECISION MADE: Ol-!?EB-1999 
510(k) .SOWMY AVAIUC%E FRB FDA 

DEVICE:DEPUYACZSPIDERPMTE 
SE DECISION MADE: 23-MAR-1999 
510(k) SUMAFtY A?UGL%LE FTMM FDA 

DEVICE:MBSSMIAMI ~.~~MMFoLYAXIALSCREVJ 
SE DECISION MADE: 23-SJZP-1999 
510(k) .SUWWU AWILAE&E FRckl FDA 
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DEPUYACFUXD 
ATIN: FRANK MAFS 
325 P- DR. 
RAYNHAM, MA 02767 

DEPUYACHXED 
m: FRANK Mhss 
325 PARAMXW DR. 
FWNAM, MA 02767 

DEPUYMXEX!HA(ZR%ED 
ATIN:PAM ax?sILm 
3303 CZARN3Zl.E AVE. 
CLENELAND, OH 44115 

DEPUYMYIECHACXMED 
xrIN:PAN (xx.Sm 
3303 (IKRNFGIE AVE. 
CLFVEIAND, OH 44115 

DEWYW.CEU-IAtXCMEXl 
ATIN:WILLIAX CHRISTIANS 
325 PARAMXXW DRIVE 
RAYHAM, MA 02767-0350 

DEPUYCEXMZ)PAEDIC!S,INC. 
ATrN: SALLY FWST 
700 cSKIH.PAEDIC DR. 
P.O. Box 988 
WAFEAW, IN46581488 

DEPUYOFtIWP~IcS,INC. 
ATrN:ARTxNEcsAuLL 
700 -PAEDIC DR. 
WARSAW, IN 46581-0988 

DEPUY~PAEDICS,INC. 
ATTW:JANEI'GJCHNSCN 
700 -PAEDIC DR. 
WARSAW, IN 46581-0988 

DEPUY~PAEDICS,INC. 
ALADlMVlYGEECHFAD 
ATlN:J.i'NET JCHN.%U 
700 OPAEDIC DR. 
WARSAW, IN 46581-0988 

510(k) No: K993030 
PHONENO: 508-828-3390 

510(k) m: K993099 
FKNENO: 508-828-3390 

510(k) No: K984348 
??EDNE NO : 216-432-6842 

510(k) No: K984350 
ETXXENO: 216432-6842 

510(k) No: K990148 
FT-KNENO: 216-431-9900 

510(k) m: K984459 
E%flENO: 219-372-7455 

510(k) No: K984541 
FT-IONZNO: 219-372-7176 

510(k) ND: K991106 
PHCBJENO: 219-267-8143 

510(k) No: K992065 

PEDNENO: 219-372-7484 

DEVICX:~IFICXMCNTDIsOL4SPJ.NALSY,S'Imd 
SE DECISION MADE: 29-DEX?-1999 
510(k) SUIWARY AVAIMBLE FIiaM FDA 

DEVICE:BREMERHA.L0SYSTENTITANIMSKULLPIN 
SE DEcISIa MADE: 15-DEC-1999 
510(k) SUbWARY AVADXEZE FIXM FDA 

DEVICE:TIMXLC@JBACKSYSTEM 
SE DECISICN MADE: 20&4N-1999 
510(k) SUbNARY AWULAE?U m FDA 

DEVICE: VSP SYSTEN 
SE DECISION MADE: 2OJAN-1999 
510(k) SUbNARY AVAIMBLE FRCN FDA 

DEVICE:sTAcxABLE~SY~ 
SE DECISICN MADE: 03-SEP-1999 
510(k) .%&NARY AVAILABU FRCM FDA 

DEXCCE:DE!PUYPRXIIE FIXlRAL?IIPWITH&WUXXXC 
SE DECISION MADE: 28-JAN-1999 

510(k) SUW%U! AVAZLABLF: M FDA 

DEZVICE:E:FXFx sTEM,GLoBALADw-HEAD 
SE DEiCISHN MADE: 14-JAN-1999 
510(k) SUM%?@Y Am FWd FDA 

DEVICE: P.F.C. SIG?% FQlXXJS MXXJLAR KEEL TIBIAL TRAY 
SE DECISICN MADE: 09-JX.W1999 
510(k) SXXMARY AVAZXiLE FFUX FDA 

DEVICE:GlXW&ADVANTXZ sIEuImR,GLoBALAD-HUMERAZ, =,a 

SE DJXISICN MADE: 12-JUIr1999 
510(k) SUbMARY AVAUABjX FliaM FDA 

- 
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DEE'UYoHIIJopAEIcS,IKC. 
AlITN:tlANETGJCHNSON 
700 CX?lX)P?d!X)IC DR. 
WARSAW, IN 46581-0988 

510(k) No: K992656 
FT-CNEND: 219-371-4907 

DEWY,INC. 
ATrN:~csAuLL 
7oO~P~ICDRIVE 
WARSAW, IN46581-0988 

510(k) No: K984158 
PHCHENO: 219-372-7176 

DELW,INC. 
AlITN:JANETGJCHNSCN 
7COORl'WPAEDICDRIVE 
WARSAW, IN 46581-0988 

DEPW,INC. 
AIITN: SALLY Fwsr 
700 OHIHOPAEDIC DR. 
P.O. Eox 988 
CJARSAW, M 46581-0988 

510(k) m: K991135 
PHCNENO: 219-372-7484 

510(k) IW: K991649 
PHCNEiNO: 219-372-7455 

DERMApHyLyx,INC. 510(k) No: K990438 
A?ZEXWXlNDDRESSING,HEXtIAEtXMWUNDDRESSIItG 
ATINzANDREWMREED PI-KNENO: 303-431-6796 
12106,w!sr!75mLmE 
ARVADA, 03 80005-5306 

DEF@WHZ&INC. 
c-4 
il?NANDRWMREED 
12106. WEST 75X-l LANE 
ARlMh, CD 8OOQ5-5306 

510(k) No: K990875 

PJ33E NO : 303-431-6796 

DEFNUXYLYX,INC. 
WUNDDREZSIXG 
ATINzANDEWM~ 
12106, WEST 75Z-i LANE 
ARVADA, 03 8WO5-5306 

510(k) No: K990891 

FKINENO: 303-431-6796 

DERMWiWXX,INC. 
ATINzANDRENMREED 
78-E,, OLXMF'IAAVENUE 
tKEKlRN, MA 01801-3933 

510(k) W: K991061 
FTXNfXNo: 781-933-4772 

DEXWZWL!X,lXC. 
A!I'lNzANDREWMREXD 
12106, WEST 75TH LANE 
ARVADA, CO 80005-5306 

510(k) No: K.991608 
PHCNENO: 303-431-6796 

DEVICE:DEFVYTUCALEU+WSYSTEM 
SE DECISICN MADE: 05-W-1999 
510(k) ,tutWXU AVAILABLE FFXX FDA 

DEVICE: P.F.C. MXXJLAR PLUS OFFSET 
SE DECISICN MADE: 28-&W-1999 
510(k) !iUM%RY AVAILUWZ FRZN FDA 

DEVICE:SOFTTISSUESU'IUZXWASHER 
SE DECISION MADE: 29-APR-1999 
510(k) SUbNARY AWUIABLE m FDA 

TIBIAT, TRAY 

DEVIClQDEPUYRCCKVWD CuwIcmPIN 
SE DECISION MADE: 14-JULr1999 

510(k) SUNQRY AVAILABU FFXN ?ZDA 

DEVICE:DERMWLEX WUNDDREssING,DEZWWLEX FMAMWiXNDDRESSll%,HE?U 

SE DECISICN MADE: 25wM?QX-1999 
510(k) SUWWtY AVAILX%E FFuX EDA 

DEVICE:DEWAPH!& YXFIINWUNDDRESSINGANDHEXLJANFlUlWUNDDRESSIN 

SE DECISICN MADE: 27-MAY-1999 
510(k) SWMARY AVAIUBIE FRX EDA 

DEVICE:DEWAPHYLXXHYDlXX%XT& lDWJNDDRFsslX,HEALIANHYDRXXXUXD 

SE DECISION MADE: 27+AY-1999 
510(k) St&WARY AVAIWBLE = FDA 

DEVICE:DERMWWL YXCXCIUMXGlXATE~DRESSING 
SE DECISION MADE: 28-JUN-1999 
510(k) SUMWiRY AVAZAEXE FRZ%l FDA 

DEVICE:DERMApHn YXC7UXUMALGIN?iTEWXiNDDRESSING 
SE DECISION MADE: 2O-JULr1999 
510(k) SOWARY AWIIABLE FRaM FDA 
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DERM@HYLYX,INC!. 
A'IlXzANDREWMREED 
12106, WEST 753X LANE! 
ARVADA, 03 8ooO5-5306 

DERMApHyLyx,INc. 
AT-JN:ANDREWMREED 
12106, WEST 75TH LAME 
ARX4DA, cx, 80005-5306 

DERMApHyLyx,INC. 
ATINzANDREWMREXO 
12106, WEST 75'JX LANE 
ARVADA, Q3 800025306 

DEFNGBYLXX,lXC. 
A!l?JN:ANDREWMREED 
12106, WEST 75TH LAIdE 
ARVADA, UZI 8ooo5-5306 

DEROYALC!ARDI(xIFs(xILAR,INC. 
ATm:Lo1s MARSH 
200DEBUSKLANE 
FcmmJ, TN 37849 

D~INDU!ZRIES,INC!. 
ATm:r.ms HARSH 
20ODEBJSKLhNE 
PCIWELZI, !m 37849 

D~MEDICALPXBUCI'S,INC. 
ATIN:DENISE E@SIWIC!K 
1011 S.W. EMKAY DR., SUITE 104 
EEND, OR 97702 

DEXIDE,INC. 
ATIN:JCHN C?iXZIN!Z 
7509 FLAcxroNE DR. 
IKRT WXEI, TX 76118 

DEXIDE, INC. 
ATIN:JCHN CXXZINE 
7509 - DR. 
FCRT i+DKEf, TX 76118-6995 

DHDH!ZAL~E. 
ArrJm:m WALLACE 
125 F?ASENB ST. 

510(k) No: K991609 
FKEENO: 303-431-6796 

510(k) No: K991920 
PI-ENENO: 303-431-6796 

510(k) No: K991933 
PI-KNEW: 303-431-6796 

510(k) No: K992302 
PHINENO: 303-431-6796 

510(k) No: K993089 
PrnHo: 423-938-7828 

510(k) No: K991525 
PIXNENO: 423-362-6217 

510(k) No: K990593 
FX-DIENO: 541-385-0350 

510(k) No: K990379 
ETDXEiNo: 817-589-1454 

510(k) No: K991814 
PHONENO: 817-589-1454 

510(k) No: K983467 
PHCNENO: 315-697-2221 

DEVICFz DERMApHyLyxSUPER~FIEiEXDFGSSING 
SE DECISICN MADE: 2O-JUL-1999 
510(k) SUbQ&RY AVAZAEXE FBN FDA 

DEVICEi:DFBNGHYL YXHYD~Ff-lILICFQAMW.XlNDDRESSIIG 
SE DECISION MADE: 12-AUG-1999 
510(k) m A- FfMM FDA 

DEVICX:DEXGPHYL YXFaAMISLANDDRESSIIZ 
SE DEZISION MADE: 3O-JUL-1999 
510(k) SUNGBY AVAILABLE FfiQM FDA 

DEVICE:DEmAFHYLYXSKINPIIOTECIDRS,PRXIXTITSKIN~ 
SE DEtCISICN MADE: 14-SEX'-1999 
510(k) SUbNZX AVAILABLE FRQM FDA 

DEVICE:DEROYAI,DISPCCjABLE: RIGIDLIGHI'IBNDLEANDADAPIER 
SE DECISICN MADE: 14-CXX-1999 
510(k) +SUMN@f AVAXAEXG FlMM FDA 

DEVICZ:D~~STERZEtNBX&TAL EEmDEJlu?ssuREaJFF 
SE DECISION MADE: 2O-JUL-1999 
510(k) SUbNARY AVAILX%E FFUB FDA 

DEVICE: PEZLVX INOONTINENX DISH, MXIEL 301-306 
SE DEXISICN MADE: 24-MAY-1999 
510(k) SUMM?@Y AVAIIX%E EXM EDA 

DEVICX:tQDIFICiVI~~MUL~CANNULA, REDUCERANDA~ 
SE DECISION MADE: 04-M?!&1999 
510(k) SUBNARY AVAIIBLE FRCH FDA 

DEiVICE:MULTACBICEiINSTR~ 
SE! DECISION MADE: 23-JUIG1999 
510(k) m AVAIIXLE FFUX FDA 

DEVICE:THEN@EP 
SE DECISICN MADE: 02-APR-1999 
510(k) SUMNG&' AVAXABLE FHB FDA 

-, NY 13032 
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DHDHEXXHCGGXCGRP. 
ATTN: LARRY WEINSTEIN 
CmMADIsoNST. 
-, NY 13163 

DHDHERLTXAFBCIBRP. 
AT-m: LARRY WEINSTEIN 
cm MADIm ST. 
In7AMpsvILL, NY 13163 

DIAGCXRP. 
A!l!IN:mDBXUWANN 
14901 DEVEW PLACE 
-, MN 55410 

DIW;NOLOGYL!ID. 
ATrN:- SCHIFF 
1129 EiUXN'm AVENUE 
WESTOWEU, NJ07006 

DiXNOSTICCHEtMICaLSLTD. 
Am:KAFtEN CNJBECK 
16 W STEWX 
wEST.RMxmINDu~PARK 
s, P.E.I., 

DI7XXXTICCHE!MIC%SLTD. 
ATIN:lunEN - 
16 McmIW&m STREET 
wEsTRxALmINDu~PARK 
B, P.E.I., 

DiXWXl'ICPRCD~~. 
ATIN:EXYdARDMLEVINE 
5700 WEST 96TH STREEI! 
I.c6AlvGEms, a9cxl45 

DlXXiSTICPXWCI'S(XBP. 
ATlNzEJXJARDMLFMNE 
57OOwEsT96THST. 
LmANGELes, a90045 

DIXNOSTICPX0UCI'SOXP. 
ATl%zEtDWARDMLEVINEt 
57OOwEsT96THST. 
Los-, CA90045 

510(k) No: K991300 
PHCNENO: 80%847-8000 

510(k) No: K991561 
PHONENO: 800-847-8000 

510(k) No: K984062 
FfDENo: 6X2-933-4700 

510(k) No: Kg83886 
PJXINEKO: 973-227-1830 

510(k) No: K990754 
PENENO: 902 566 1396 

DEVICE:RXDRUNNER,PEPTfBRAPYDEXIcE 
SE DECISION MADE: lo-W-1999 
510(k) SUMMARY Am FNBl FDA 

DEVICE:SEXdNAYHEWSTASISADAPIER, MCDEL 406229 
SE DECISION MADE: 24--MAR-1999 
510(k) SUMWBY AWGL?BlE FRX FDA 

DEVIcE:FX!KITHSV2RAPIDTEST 
SE DEXXSICN MADE: 19-AU&1999 
510(k) SUWW?f AVAIIABLE: FRX FDA 

DEVICE:CAFBXDIOXIDE-L3KASSAY,CR= NTJMEEX 299-30/40/50 
SE DECISICN MADE: 20-APR-1999 I 

510(k) W 

510(k) No: K993178 DEVICX:URE?G3KASSAY, - NUMBER 283-17/10/30/50 
E'EWE NO : 902 566 1396 SE DECISICN MADE: 18XYX'-1999 

510(k) s%XWEmm 

510(k) No: K982466 
PI-DNENO: 213-776-0180 

510(k) m: K982468 
PkDNfX No : 213-776-0180 

DEVICEi:IMMULI'IE ~INrnELLlJ.u!Y 
SE DECISICN MADE: 12-M?%1999 
510(k) SUNMARY AVAILXXE FIiaM FDA 

DEVICX:IMMULITEi2ooO wmELL2KTy 
SE DEXXSICN MADE: l2-M7%-1999 
510(k) SDWWX AiNLAEiW FlXBl FDA 

510(k) No: K983203 
PHINEND: 310-645-8200 

DMCE:IMMULITEEiF0,I%XEL#'SLKEPZ&LKEPl 
SE DECISICN MADE: 12-1999 
510(k) SUMtGRY AVADYBLE FFXX FDA 

D~CE:BOEING,FOSITIVE~PRESSURE:(PAP)THeRAPYDEVI~ 
SE DMJISICN MADE: 12-JUL-1999 
510(k) SUbWRY AVAILWLE FRCN FDA 
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DITGNWMCPF&XtKTSCWP. 
ATINtEGWAFDMLEVINE 
57OOWEST 96msT. 
Lm-, CA90045 

DUQQSI'ICPRQWCTSCORP. 
ATINzEDWARDMLEVUW 
57COwEsT 96ms-r. 
LmAIwzEas, CA90345 

DIIY;NOSTICm=03RP. 
cG2, L2Kos6 
A!tTNzEDWiRDMLEVTNfZ 
5700 WEXc 96B-I ,cXmEr 
ixxs-, a90045 

DIAQWSTICPFfBUCTSCDRP. 
ATlN:EDWARDM~ 
57OOwEsT 96THST. 
Los -, a 90045 

DIAGN0STICl'RtBUCTS03RP. 
AlMN:mMLFVINE 
57OOWEsr 96msT. 
LcrsANczEms, CA90045 

DIZZN&TICPKGDWTSCWP. 
ATINzEZWBDMLEVIIW 
57oOwEsT 96THS'. 
msAlGELFs, CA90045 

DIZGWSTICPFfXUiTSCKBP. 
ATI'NzEDFTAFUMLEVINE 
57oOWEST96THsT. 
LccIiImm?s, CA90045 

DIPI;NOSTICPlU.UZTSCYJRP. 
ATIN:EWARDMLEVJNEi 
57oOWEST961sIST. 
Lcs-, CR90045 

DUGNOSMCPRCDUCTSCORP. 
ATIN:EDWARDMLEVINE 
57OOwEsT 96THST. 
Lc6ANGnEs, CR90045 

510(k) No: K983336 
PHONENO: 310-645-8200 

510(k) No: K984132 
PHNEIW: 310-645-8200 

DEVICE:P~X~PIRAWRY vIRusPAimLMoDELPKRP1 
SE DEiCISI(xJ MADE: 18-M?G+1999 
510(k) SUMM&RY AVAIIAEU m FDA 

DEVICE: IMMULITEC-REACTIVEPFWEIN,McDELsLKCl,LW5 
SE DECISION MADE: 28-dw-1999 
510(k) SUMM7-W AVAILABLE = FDA 

510(k) ND: K990222 

PHONENO: 310-645-8200 

510(k) ND: K990886 
PWNEPD: 310-645-8200 

510(k) No: K991094 
PHONE NO : 310-645-8200 

SE DECISION MADE: 26-FEE-1999 
510(k) SUN'GRY AVAILJGU m FDA 

DEVI~:lWlULITEGREACTIVEFWI'EIN,ryx)ELI.KCRl,I.KCR5 
SE DECISICN MADE: 06-APR-1999 
510(k) SUbNARY AVAZABJE FFxZM FllA 

DEVICE: RNULJTE2C0OAWJ!I-'J?ZAB,M(3DELLZIG2,L2KT&% 
SE DM3ISION MADE: 13-&?AY-1999 
510(k) +SVWARY AVAILJGW FfMM FDA 

510(k) x0 K991096 
F'EKBENO: 310-645-8200 

DEvI~:~TE2ooO~-TFoAB,~~L2KTo2,~6 
SE DEXZSICN MADE: 13-MAY-1999 

.510(k) SD&WARY AVAILABLE m FDA 

510(k) No: K991277 
PHCN!XNo: 310-645-8200 

DEVICE: ~IFIC?iTION~IMMULITEMYCGNB~,&YZDELlKMY1, LKMYS 
SE DECISION MADE: 27-APR-1999 
510(k) SUHViRY AVAILABLF: FIiaM FlIA 

510(k) No: K991795 DEVICZ: IMNJLITETURE0TwlpcNINI,~~LSKTI1,LSK!TI5 
PiXNE:: 310-645-8200 SE DECISICN MADE: O%JUN-1999 

510(k) SUMWRY Am FIiclM FDA 

510(k) NO: K991796 
F'HCXVd No : 310-645-8200 

DEVIcE:IbNULIT!ETURE0MYCGL0EsIN,~ELSI..%MY1,LSKMY5 
SE DECISION MADE: W-JUN-1999 
510(k) SU&%NRY AVAILABLE FIiaM FDA 

- 
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DIXNO!TCICE'RGDUCTSCIXP. 
ATIN:EGW@DMLEWINFi 
57OOWEST 96!mST. 
LmAtGELES,CA90045 

DI&XXlXCPRUD-GCISCUF?P. 
ATIW:EDWARDMLEVINE 
57OOwEsT96THST. 
msI4mm3s, CA90045 

DiXXXTICF'RCOUCTSCXXP. 
ATlXz~MLEVINE! 
57COWEST96T.HSI'. 
ms-, a90045 

DIAGNWIXE'RCDUCTSCXXP. 
A!t'lXzEDWARDMLEWlIW 
57OOWEST96!tHST. 
IGsArKzaEs, CA90045 

DIXNOSTICPRCWCTSQ3RP. 
ATINzEGWARDMLEVINE 
57OOhXST96THST. 
IcsANGE!ms, a90345 

DIXNXITCREXENIS,INC. 
ATIN:- !PsAY 
601 C%IFORNIAAVE. 
-, Ca 94086 

DlAGXHW!lWGEWlS,INC. 
A!rm:YuH- TSAY 
6OlCGIEOFWAAvE. 
t+xmmmE, CA 94086 

DIAGIUSTICSYS'TEWLABORA?DRIES, 
ATIN:JOHN CLASS 
445MfzDIcaLcmmERKLvD. 
WEESTE& TX 77598 

DlAGIWXTICULT&5CUNDGXP. 
ATIN:GElvim Ma"wKw 
18109 N.E. 76TH ST. 
REDKND, WA 98052 

DI?WETXXCXX?P. 
ATIN: LYNNE STIRLING 
2140 m MIAMI AVE. 
MIAMI, FL 33127 

510(k) No: K991797 
PHCNENO: 310-645-8200 

510(k) No: K992105 
FJHCNENO: 310-645-8200 

510(k) No: K993251 
PHONEfNO: 310-645-8200 

510(k) IQ: X993254 
PHCBENO: 310-645-8200 

510(k) No: K993952 
PHONENO: 310-645-8200 

510(k) No: K990245 
PHCNENO: 408-738-8788 

510(k) No: K990275 
PHCWNO: 408-738-8788 

1510(k) m: K990138 
PHONENO: 281-332-9678 

510(k) No: K982568 
PHONZNO: 206-867-1348 

510(k) No: K981729 
F'H@?E No : 305-324-2300 

DEVICE: Ib%IULITE'IuRBoCK-MB,MXXLSLSKCP1, LSKCP5 
SE DECISION MADE: 09-JUN-1999 
510(k) SUbWiRY AVAILAEU m FDA 

DEVIC%INHJLM!ETuRBL)IIVITACTpTH,M.X%LSKPTZ 
SE DECISION MADE: OGJUL-1999 
510(k) StlWAFU Am FIX&f FDA 

DEVICE:~~2000~~B12,~~L2KVB2,L2KVB6 
SE DECISICN MADE: 17-W-1999 
510(k) SUMMARY AVAXABLE FEMM FDA 

D~~:~~2ooOFoLIC~u),~~L2KFo2,L2KFo6 
SE DECISION MADE: 12-NOW1999 
510(k) m AVAILXXE FIMEl FDA 

DEVIC!X: IMMULITE2OOOQ4VIGG,WXIELL2KCV2,L2KCV6 
SE DEYXSICN MADE: 16-DE&1999 
510(k) SUMWRY AVXLABIX FfQ4 FDA 

DEVICE:NITRIl%DliTECI'TESl' 
SE DECISION M&DE: l&MAR-1999 
510(k) .5TWR@W 

DEVICX:CREATININE-DETECTTEST 
SE DECISION MADE: 26-MAR-1999 
510(k) STXWEm 

DEVICE:DSLACl'IVEAFPELISA,MXXLDSLrlO-8400 
SE DECISION MADE: 21-JUN-1999 
510(k) SUbWARY AVADXXGX F!F@l FDA 

DEVICE:EUDD~ FCI 5000mEL1002 
SE DECISIOX MADE: 25JAN-1999 
510(k) SUMMARY AVAILABW FfMM FDA 

DEVICE: IS-RUBEXLA IGGTESTSYSTEM 
SE DECISION MADE: 28-JAN-1999 
510(k) SUWlARY AVAILABLE: m FDA 
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DIiWEDIX03RP. 
ATm:NoRMAN JENKINS 
8775 M CEZCRE PARK DRIVE 
#559 
(XILUMBIA, MD 21045 

510(k) m: K981812 
FKNENO: 410-995-0450 

DIAMEDIXcXRP. 
ATJm:NczxaAN JENKINS 
8775 M CENIRE PARK DRIVE 
#559 
cDLLlMBIA, MD 21045 

510(k) No: K981829 
FFDNENO: 410-995-0450 

DIAMEDIXCRP. 
ATIN:- JENKINS 
8775 M CEWlREi PARK DRIVE 
#559 
COLUMBIA, MD 21045 

510(k) IQ: K981831 
PHCNENO: 410-995-0450 

DIAMEiDIXCxRF'. 510(k) No: K993294 
A!ITN: LYNNE STIRLING, PH.D E!HXENO: 305-324-2354 
2140 IWKB MIAMI AVE. 
MIAMI, FL 33127 

DIAMGIliICSMEDICZ,LTD. 510(k) No: K980380 
TREND 7+ MULTIPARAMETER SmwoR,MFwOO1s,zuD.sATELumMs 
ATIN:JLWLZl%S PHCNENO: 494 446 651 
SHorrrm 
HIGH WYaxBE, BKKS, 

DIAMEZRIC'SMEDIC7+L,L?D. 510(k) No: K983198 
ATIN:JAN mm ET-DIENO: 149-447-1671 
sHxrb?TlmEr 
HIGHwYcIMBE, Bums, 

DIASOLINC. 
ATIN: ?.xxIcA ABELES 
13212 FtAYMEx ST. 
mia-IIxxL~,cA91605 

510(k) No: K992653 
FKXWNO: 818-255-1800 

DIAWLINC. 510(k) No: K992999 
ArITN:m1cA ABELEs FKNEtNo: 818-255-1800 
13212 RAYmR ST. 
IERmmm, CR91605 

DIAWLIBK!. 510(k) No: K993187 
ATrN:l"xlNrcA ABELFS PENENO: 818-255-1800 
13212 RAYMEB ST. 
IKIzTrImLtLm, CA91605 

DEVICE: EW-VC7+ IGGELISATE!SI'SYSTEM 
SE DECISION MADE: 04-MWG1999 

510(k) SUMtGFZ AVAIURLE FEMM FDA 

DEVICE: ISEBV-EBN7+1IGGELISATEsTSYSTEM 
SE DECISION MADE: 16-FEE?-1999 

510(k) SUMMARY AVAIUBLE FRN FDA 

DEVICE: ISEBV-EA-D IGGELISATESTSYSTEM 
SE DECISICN MADE: 16-FEE&1999 

510(k) SUbNARY AVAIIAEm F FDA 

DEVICZZ:DIAME!DIXIS-ANAJZLISASCREZNTESTSY~ 
SE DECISICN MADE: 25-W?-1999 
510(k) SUbWiRY AVAIIGZE FRB FDA 

D~~:~~TIP~~~,c7oO4S,ToO~wITHPAwl 

SE DECISICN MADE: 14-JUL-1999 
510(k) SUMMARY Am FEMM FlIA 

DEiVICZ:~C%IE.WUCR~~SCU7oO7 
SE DECISICN MADE: 23-NW-1999 
510(k) SWM?iRY Am FEMM FDA 

DEVICEi: SHELLY - AV FISTUIA NEf.CDLE 
SE DECISION MADE: 27aCrr-1999 
510(k) s?aTEMENT 

DEVIQE:DAISYPROmmED scALPvEINm 
SE DECISICN MADE: 05-NOV-1999 
510(k) .SmEmma 

DEVIC?.Z:~Y~ AV FISIULA NEEDLE 
SE DECISION MADE: 05-W-1999 
510(k) SIWZNEm 
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DIASQLINC. 510(k) No: K993212 
ATIN:mcA ABELES FeiE’No : 818-255-1800 
13212 RAYMER ST. 
ImRTHm, CA91605 

DIRBRINIIW. 510(k) No: K982708 
A!t'IN:JUDITHJSMITH FmIiE'm : 301-497-0005 
9175 GuIm FcnD 
-IA, MD 21046 

DIASQFUNINC!. 
A!MN:JUDITHJSMITH 
9175 GUIFORD mm 
CIXUMBIA, MD21046 

510(k) No: K.991459 
PEENEW: 651-439-9710 

DIASGUNINC. 
ATTN:JUDMHJSMIM 
9175 (xlIFmD ROAD 
OXUMBIA,MD 21046 

510(k) No: K991660 
EWXWNO: 301-497-cnO5 

DI?GOFUNINC. 
ATIN:JUDITHJSMITH 
9175 GrJIFmD FmD 
CDLUMBIA, MD 21046 

510(k) NO: K992191 
PHONENO: 

DIASORININC. 510(k) No: K992552 
ATIN:JUDIlMJSMITf.I FmiE'No : 301-497-cm5 
9175 GuIm RcxD 
OZUMBIA,MD21046 

DIASORININC. 510(k) No: K993669 
ATI'N:JUDITHJS&lI'I'H FEGENO: 301-497-Om5 
9175 GurLFoRD m., SUITE loo 
QUARFtYPARKPLACE 
-IA, MD 21046 

DIASOFUN/MERIC.7W STANDARD ODMPANISlO(k) No: K994110 
ATI'N:JUDITHJSMITH PHCNENO: 301-497-0005 
9175 GuILEmD RD., SuIm 100 
QJARRYPARKPLACE 
ODLUMBIA, MD 21046 

DICaMITlNGX.i+ZSYSJBlSCX>RP. 510(k) No: K990248 
AIrIN:- cINL&mN PHCNEIW: 905 886 9496 
75E%srEiEAvERmEEKRD., #9 
RI- HILL, ONIARIO, 

DEvICE:DFU!ASOLACID~MIX 
SE DECISICN MADE: 22a-1999 
510(k) ,tmUmEm 

DEVICE:SpQTESTSYS'I'I?% 
SE DECISICN MADE: 02-APR-1999 
510(k) SUM&W AVAILMLE FfiDM FDA 

DEWICE: COPALISEBV-MANl?IBoDYASSAY 
SE DECISICN MADE: 14-MAY-1999 
510(k) SUMMARY AWULABLE FRZM FDA 

DEiVICE:COPALISMULTIPIEXEEWAIWIBcDYASSAY 
SE DECISICN MADE: 04-JUN-1999 
510(k) .SUMAFH AVAILAFU FRBd FDA 

DEVICE:EZM-EGGASSAY 
SE DECISION MADE: l2-JUL-1999 
510(k) SUMWGW Am m FDA 

DEiVICE:a3pAtIS TRmmmALANrImmANTIBoDYASSAY 
SE DECISICN MADE: 16-Ds1999 
510(k) SUBNARY AVAIUBLE FfMM EDA 

DEVICE:LIFWFtOIEIN (A) SEQIIIANTI~Y~SET 
SE DECISION MADE: 17-WV-1999 

510(k) SUbNARY AD FRCM FDA 

DEVICZ:LIFO~IN (A) SFQIIIANTIEODYRl%GENTSET 
SE DECISION MADE: 21-DE-1999 

510(k) StMMAFZ A- FRBf FDA 

DEVICE:DICQMIM?GEtGN?GER, E43DEL 3-DVISUAT.,IZATIONOF'TION 
SE DECISICN MADE: 16-APR-1999 
510(k) ZUMGFtY AVAIUCZd FFUN FDA 
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DIDECO S.P.A. 
A!rm:BARRY SATL 
16OlTFAPExoRxD 
WALTHAM, MA 02154 

DIDMX) S.P.A. 
Al-IN: CYNIHIA J.M. NOWE 
49 FJLAIN ST. 
tDPTH A!EU%GO, MA 02760 

DIGJZltECXCBP. 
ATIN:M?@KADEZLWXHIO 
9030 vILFGINIA MANOR RD., #207 
BELTSVILLE, MD 20705 

DImCORPs 
RI'IN:M?ZKDELWXHIO 
9oavIFwNIAMANoRRD., 
BELTSVILLE, MD 20705 

DIGIDFNI? LTD. 
Ls600,1oooAND2Ocxl 
A!lTN:MARY MamMw?A-cuLLINAME 
49 PLAIN Lci?mEc 
lKE7.H R!TLEGO, MA 02760 

510(k) No: K984322 
PKNENO: 781-684-9201 

510(k) No: K992599 
PENEND: 919-859-4207 

510(k) No: K981485 
FFKNENO: 301-470-6287 

510(k) No: K990023 
FTDENO: 301-470-6500 

510(k) No: K990049 

FKNENO: 508-643-0434 

DIGITf!CMEDIC%LSEFWICE aZWR?iTIO510(k) No: K993681 
A!RN:J?NFSJNZlNITY PHONENO: 770-995-0050 
465 MALTBIE tSTREET 
SuIm407 
s,GA30045 

DILCNTM;HNOLL3GIESINC. 
AlTN:LEZHF?UBWJU 
12050 JEFFERSCN AVE., 
SUITE 250 
NEiWFmTIWdS,VA23606 

510(k) No: K984466 
PKNENO: 757-269-4910 

DIQMED,IKC. 510(k) IQ K990014 
ATIN: MAUREEN O'c?cmELL FXNEN: 954-349-6909 
30-31uNIcNwHARF, 3m Fix. 
F%zsIw, MA 02109 

DISCO-O-TECHMEDICRL TECZNWGIES,5lO(k) No: x990717 
ATIN:JCNATHAN SKAHAN PHONENO: 202-637-5600 
anJMBIA .qJARE 
555 - sI1IEET, NW 
B, lx2OcO4-xl.09 

DEZVICE:DID~D920,LILLIPUI'lTWINFBSERVOIFt 
SE DECISION MADE: 02-MAR-1999 
510(k) .%&NARY AVAIUBLE FEMM FDA 

DEVICEi:DlDECOATSAUIWRAN s!msIcNcARDIonaMy~IR 
SE DECISICN MADE: Ol-NOW1999 
510(k) SUN%FU! Am FEMM EDA 

DEVICEi:HYBFUDCAPlURE II Gc-ID 
SE DECISICN MADE: 29-W-1999 
510(k) SUW?BY AVUIABIE Flicpl FDA 

DEWI~:HYERIDCW'IURE IIcr-IDTEsT 
SE DECISION MADE: 25-(X.%1999 
510(k) SUbNRf AVAILABU FRZN FDA 

DEVICE:~D~DIGI~~~DEVI~FORD~X-RP;YSY~,~E 

SE DECISICN MADE: 12-MAR-1999 
510(k) SUWAFtY AVAILABLE FRB FDA 

DEVICE: DIGIT!EC~SlBGEiCNWESSICNKIT 
SE DECISION MADE: 21-D-1999 

510(k) SUWBY AVAIUQW m FDA 

DEVICE:DILCN2000,~~2OQO-6X8ANDDILON2OOO,~EL2000-5X5 
SE DECISION MADE: 16dAR-1999 

510(k) SUbNARY AWUAE!UZ FIiaM FDA 

DEVICE: DIWCZN 
SE DECISICN MADE: 26-FE%1999 
510(k) SWN?UtY AVAILAEU FIickl FDA 

DEVICEi: FIXICN -- NAIL!m SYSTEM 
SE DECISION MADE: 02dUN-1999 

510(k) SUWWtY AVAILAEW FRZI FDA 
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DISEIWNICMEDIC&LSY~ 510(k) No: x990259 
ATrN:LEE LExcxrER F3KNl.3 No : 941-768-l 
7690 CaMEwsN CIRCLE 
FT. MEYERS, FL 33912 

DEWICE:DISEXXNI CMULTIFUSE lNFUSICNPUME'SYSTmf 
SE DECISION MADE: 12-FEEi- 
510(k) +SUWARY AVAIUBLE FRX FDA 

DI~CWI~SYSTEMS 510(k) No: K991376 DEVICRDAHEDIINSULININFUSI0NPUMP 
ATlW:PATFUKDE J%FS PHCQENO: 612-571-6878 SE DEZISICN MADE: 15-JUN-1999 
7690 - CIRCLE 510(k) SUMblWf AVAIIABLJZ FEMEl FDA 
Fm!r MYERS, FL 33912 

DISEXRCNICMEDICnLs&'~ 510(k) No: K993666 
A!ITN:LFE LE1m FT-KNENO: 941-768-1118 
7690 caMEw=N CIRCLE 
FT. MEYERS, FL 33912 

DIWl!F0NIC!MEDIC&SY~ 510(k) No: K994186 
A!tTN:LEE LEiIafcER F33CNENO: 941-7-1118 
7690 - c3xcI.E 
FcRr MYERS, FL 33912 

DISEXFUXCCMEDICRLSYSTEEaS 
ATTN:LEE LFXHIER 
7690 - CIRCLE 
la?r MYERS, FL 33912 

510(k) No: K994197 
FTKNEim: 941-768-1118 

DMINI!L.CO. 
ATrN:MIKE vII)Az, 
l.2188 S.W. l2m ST. 
MIAMI, FL 33186 

510(k) No: K991427 
ET-ICNENO: 305-253-9200 

DEcLllEMIscH PHARMAZEVTISCHE FAFiRISlO(k) No: I(991172 
ATm:PAmLA PAPINENJ PHONENO: 978-772-3552 
5hHIT(IIMBAVENUJZ 
AYER, MA 01432 

DIGHAMBURG 510(k) No: Kg92879 
ATIN:PAmLlA PAEmEAU FTXXENO: 978-772-3552 
5wHIl?X&BAVENJE 
AYER, MA 01432 

DOCTOR'S REsEAwll GRXJP, INC. 510(k) No: K990212 
0 
ATTN:FCKXARD DESLUWXW PHONENO: 203-879-9422 
143 vcmcmT RD. 
Wm, CT 06716 

DEVICE: DI sGllicNcmP100 
SE DECISICN MADE: 22-WV-1999 
510(k) ,SUWXtY AVAILWIZ FfiaM 3mA 

DEWIUQDI~ CD-TRmINsuLININFus1oNFiJMP 
SE DFCISICN MADE: 30-D-1999 
510(k) SWHWY AVAIIAEW Fwlkl FDA 

DEVICE:DISEWRCNI CPENFmlrNJmrIcNPmNEEalLE 
SE DECISION MADE: 29-DEC-1999 
510(k) SU&NAFZ AVAIUEUE FRB FDA 

DEVICE:PAlWiWPARAFFINWFWEFt 
SE DECISICN MADE: 13-AUG-1999 
510(k) sII4TEMENT 

DlWICE:IOX6ITBcND 
SE DECISION N-&DE: 17-MAY-1999 
510(k) SUbWRf AVAILAEU FfEQM FDA 

DEVICE:EWSITaaMposITEREX'AIR 
SE DECISION MADE: 09-W-1999 
510(k) SUW?Wf AVAILABLF: FFXX FDA 

DEVICE:UXKJAW15MINUlX~ FIXATICNSYSTEN,bfXXLLJ100-0 

SE DEZCISICN MADE: 14-SEP-1999 
510(k) sS'lR= 
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JxJzToR’S RESEARCH GRXJP, INC. 510(k) NO: K990920 
A!lTN:RIcNAliD DESLAURIERS FWNENO: 203-879-9422 
143 LKxDYrr RD. 
wm, CT 06716 

DCCIOR'S RESEARCH GRXJP, INC. 
oiLoo 

510(k) No: K991714 

ATIN:RlIXARD DESLAURIEF?S PHoNENo: 203-879-9422 
143 WLtxYIT RD. 
woLoo?T, CT 

DOFI CK&MJNICATI~S 510(k) No: K983527 
A%rIN:m AIvllKm PHOXENO: 212-397-8075 
150 WEST 51ST t?imEET, #1108 
NEwYoFx,NY10019 

KLFRIN MEDICAL =LCGIES, INC510(k) ND: K990019 
ATIN:MARKGURBWSKI FTKHENO: 941-342-0414 
5959 - IN. 
.5G%XDA, FL 34232 

lx&E lIM?wxG SYm, Ire. 510(k) No: K983815 
ATm:M3IITEzA MINAEE PHONENO: 781-895-1155 
40OFIFIHAVENW 
WAI'l=ilAM, MA 02154 

DCNXUK TECH00 RUBBER INDUSTRIES S510(k) No: K990669 

A!Im:PErmPARK FSCNENO: 604 261 0603 
7THFL.MAYBANTRuSTFiLts. 
3 pENANGsT. 
-, 

m, INC. 
A!mJ: RIcnARD v t"%xEs,JR. 
19 41H AVENUE, S.E. 
CMFQ GA 31728 

510(k) No: K983438 
FWNENO: 912-377-1185 

DORNIER 
ATTN:cAmL wETFmmE 
1155 l-+xmIs EcuLmmD 
KlmNEsm, GA 30144 

510(k) m: K984349 
FWXIFSNO: 770-426-1315 

ImwlERmIcaz,~UcrS,m, 510(k) ND: K984591 
ATIN:czROL!dEFmmE PHONENO: 770-426-1315 
1155 RJBERTS BLVD. 
KENNEBW, GA 30144 

DEVICE:D~TITANIUMBlCNEPLATE 
SE DECISICN MADE: lO-JUN-1999 
510(k) ,sTMmmT 

DEVICE:DFiG CXNVENTIONAL -C DIGITAL wPE,mmmp2 

SE DECIISION MADE: lo-DEC-1999 
510(k) SmTEMEm 

DEVICX:MICROENmSm?E, "WZED BIOPSY SCXX'E" 
SE DECISION MADE: 19-JAN-1999 
510(k) SUMWtY AVAIWBIE FFUX FDA 

DEVICX:DRGMElXUMSCBEWSY.STEM 
SE DECISICN MADE: 15-M&R-1999 
510(k) SUM%FZ AVAILABLE m FDA 

DEVICE: PACXZXHE 
SE DECISICN MADE: M-JAN-1999 
510(k) suMMARy AVAILABLE = FDA 

DEvI~:~TIpLE-BRAND~~ooNDQM(uIBRIcATEDwITH~9) 

SE DECISICN MADE: 17-M&Y-1999 

510(k) STWEMEm 

DEVICE:MAx IT 
SE DECISION MADE: 08-FEB-1999 
510(k) SUbWiRY Am FMX FDA 

DEVICE:EQRNlERME!DILASR 
SE DECISICN MADE: 04-FEB-1999 
510(k) SUN%RY AVAIIXXE FFXM FDA 

DEVICE: DoRNlERMEDILASH/2 
SE DECISICN MADE: 26-MAR-1999 
510(k) = AVAILWLE FlXX FDA 
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muIERSuFGI~mucrs, lxc!. 
A!rm:cAII(z wlzFmcm 
1155 ROBERTS BLVD. 
KEIWEAW, GA 30144 

mRNIERSuReIcALpw3DucTs,INc. 
ATTN:cmOLi%mNEaa 
1155 RoBEFas BLVD. 
KENNESAW, GA 30144 

DualREmILEm. CD. 
ArrIN:m cu?NcNs 
615 MAOCN m. 
t4CDWX%, GA 30253 

DR. FRANZ KCHLER CHEMCE @Qw 
ATIN:T.MHIT ATHEY 
12300 T-tmmax PARKWAY 
SUIT!E 625 
RfXKVUU,MD 20852 

DR. FRITZ GMW 
ATIN:- CHITIY 
13311 BRCCS DRIVE& SUITE E 
BALWIN PARK, Ca 91706 

DRAEGERMEDIC!AL,mc. 
IITM:GATmEEWINQSKY 
3135 gJARRY RD. 
TELZWD, PA 18969 

DRAGERMEXIIZ~~ 
A!rm:FRANKcLANzEIT 
53/55 m1a AT..mE 
-, 

DRZ-GJCR,INC. 
m:- KNEUER 
3136 QUARRY RD. 
-, PA 18969 

DRXER,INC!. 
A'IYN:HAFW.D KNEUER 
3136 QUARRY RD. 
TELECBD, PA 18969 

510(k) No: K991183 
PHONENO: 770-426-1315 

510(k) NO: K993146 
PHCNENO: 770-426-1315 

510(k) I0 K982058 
FXXENO: 770-957-3981 

510(k) No: K992209 
FHCNENO: 301-770-9590 

510(k) No: K990372 
PI-KNENO: 310-263-4150 

510(k) No: K983635 
FFKNFINO: 215-721-5400 

510(k) No: K984611 
F?XN.EItO: 

510(k) No: K984577 
PtDNENo: 215-721-6910 

510(k) No: K992608 
PHCNENO: 215-721-6910 

DEWICX:lBRNIEB IXENRC0EFIBER 
SE DECISICN MADE: 09-JUN-1999 
510(k) .SWMRY AVAILABLE FFUN FDA 

DEVIC&DoRNIER .saNNERHANDpm 
SE DECISION MADE: 08-W-1999 
510(k) SLJWARY AVAILXJX FIiaM FDA 

DEVICE:FUXECNOFR(FLUIDRFSISTANT)SUFGIC?iLCXXN 
SE DECISICN MADE: 14-JAN-1999 
510(k) ,9UMWRY AVAIUBLE FFXX FDA 

DEVICE:UJSIC0IOL 
SE DECISION MADE: lo-DEC-1999 

510(k) W AVAIUBLE FRQM FDA 

DEVICE:f0DULARINSI'RUMENTSYSIEMFoRMINIMAL INVASIVESURGERY 
SE DECISICN MADE: 14-0X-1999 
510(k) STxmmw. 

DEWICX:JULIANANESTWS?A bzxwsmrIm,mEL#JuLIAN 
SE DECISICN MADE: ll-JAN-1999 
510(k) SUMWRY AVAIUGLE m EDA 

DEVICX: DRXERSOLASERIES,MXXLS1000/700/500/300 
SE DECISICN MADE: 29-MAR-1999 
510(k) SUMARY AVAILABX F&W FDA 

DEVICE:DFWXROXYLCG2COO 
SE DECISION MADE: 22-JAN-1999 
510(k) SUMMXU AWULAEXE FRCM FDA 

DEVIcE:ATCOYl'ICNEGREVITA2DURAANDEVITA4 
SE DECISICN MADE: 24-A%1999 
510(k) ,SUMMAW AVAIL&Em F'ICM FDA 
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DRKW SCIENTIFIC L!tD. 
ATm:ANDREw KENNEY 

510(k) No: K982003 
FHCNENO: 012 229 432089 

PARKRD., wBu)G. 
E!2mxmINFuRNEss, 

DRUGDEXECMCNDEVI~~,LTD. 
A?rTN: BRUCE CHRISTIE 

510(k) No: K992949 
FWCHENO: 770-886-6226 

6820 - axJFT 
SUITE A-7 
ALzwwmA,GA3m5 

DUKALCWIP. 
ATm:ED RFsckl 
3234 ELLA LANE 
NEN FCRJ! RIC33EY, FL 34655 

510(k) No: K984564 
FfiCNE No : 813-376-4154 

DEVICE:DS30HCY~SI?XNEASSAYKIT 
SE DECISION MADE: ll-FEB-1999 
510(k) .Stmmmm 

DEVICE:SUXmERS~JUANATEsT,DR~ DIP MARIJUANA TEST 
SE DECISION MADE: 27-DEC-1999 

510(k) SLBMR!i AvAILABLe FRQ4 FDA 

DEVICE:EXWL CHLORIDE DISPENSER 
SE DMJISICN MADE: 02-DJX-1999 
510(k) s?XJMWY AMIL?BLE F!FUX FDA 

DUMEX MEDICX SUMXCATi PWDUCTS, L510(k) No: K990332 DEUICE:DUMEXIcDoFwlMPA~SIRIP 
ATIN:sHARMzNI ATHERAY FHCNENO : 416 299 4003EXT24sE DEXXSICN MADE: 14-APR-1999 
104 SHorrrm RD. 510(k) STATEMENT 

DUMEX MEDICAL SU.F&XCAL PRXXJCTS. L510tk1 ND: K993119 
m: sA?4 LAKHANI 
104 islmRJ?ING RD. 
-, -0, 

DurcHO~CUSA,INc. 
Alm:M?aKwImlluNG 
CNELITrLEtRIvERRD. 
ItJNxnm,NI-I03848 

DUI'ECKINDUS'nm&o3., LTD. 
AlM!N:ALLEN R!xtcH 
900 N. SWITZER DR. #142 
FL?0XBW,AZ86001 

DYMAX,aDRp. 
A!rm:cHARLlB - 
271 KAPPA DR. 
PMTSENFQ-I, PA 15238 

DYN?NCSYSTEMS,INC. 
AlITN:DAVIDRCWRT 
5002 N. FOYAL ATL?WCA DR., #P 
TUcKER,GA30084 

FTKxiE’No : 416 299 4003 

510(k) No: K983797 
FHoNEiIKl : 603-642-8468 

510(k) No: K992327 
PHCNENO: 520-773-9488 

510(k) ho: K993624 
FWNEiW: 412-963-6884 

510(k) No: K991090 
PIloNENO: 770-939-1122 

DEVICE:sTERILE:HYD~ 
SE DECISIGN MADE: 23-W-1999 
510(k) S~CEMEW 

DEVICE: D.O.R.C. H?+m5zM~vI~sY~ 
SE DEXXSICN MADE: 03-MAR-1999 
510(k) SUMMARY AVAIIAEW FF0.l FDA 

DEWICE:DWlXKDIGI~CLINICAL~ 
SE DECISICN MADE: 18-AUG1999 
510(k) SUbMARY AWILABLE FEMM FDA 

DEVICX: SITE&RITE 3 ULTRAXUND SYSTEM 
SE DECISICN MADE: lo-NOW1999 
510(k) ,SUMARY AWILAEKE m FDA 

DEVICE:PEACXIREEPF0FOKWXX,lWiDCWJ?F0LWIT(PI%3) 
SE DEYX'SICZJ MADE: 24-SEP-1999 
510(k) SUMMXZ AVAZAEZE FIiaM J!DA 
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DYNAMICQXXNQLCZYo3Rp. 
ATIN:YAwcyANc 
SCIENCE-WINDUSTRIALPARK 
==, 

DYNAREXUX=. 
ATIN:JCX-NGMXLDEN 
oNEillvnmATI~BLvD. 
-, NY 10509 

DYNARMCWP. 
ATlX:JCt-NGNXlLlXN 
ONE -oNAL BLVD. 
Bl?lwsTER, NY 10509 

E&MENGINEXRlX,lXC. 
ATIN:EMw muBE 
1705 DABNEY RD. 
RI-, VA 23230 

E.BENSfXVHCODLABiXATQRIES, 
ATlNzAWtHCNYMZXXXFTTI 
575 - ST. 
-, MA 02359 

EXXtEPAKISANDPRCDNTS 
ATIN:CHAF&ESBWAiXERJR. 
1811 WILKINSON RD. 
AUGUSIZi,GA30904 

EXLEPAFUSANDPRODLJCTS 
ATI'NzCH?QUESBWAlXER 
1811 WILKINm RD. 
AWJSTA,GA30904 

E?!mEvIs1oN, INC. 
ATIN:JIM BARLEX 
6263 RXTAR AVE., SUITE 650 
MEMPHIS, TN 38119 

-TRADINGooRp. 
ATiTI:I%DRRIs CDRN 
990 AVE. OF AMERIcaS, #lSD 
NEWYORK, NY10084 

510(k) No: K982134 
PHONENO: 863-578-9566 

510(k) No: K990159 
FFIONEPD: 

510(k) No: K991694 
FHONEND: 914-279-9600 

510(k) No: K991695 
PHCCIENO: 914-279-9600 

510(k) No: I(984276 
PHCNE No : 804-353-7160 

INC. 510(k) No: I683878 
PHONENO: 781-826-7573 

510(k) No: K990122 
EDNEIW: 706-729-9911 

510(k) No: K990484 
pIemE No : 706-729-9911 

510(k) No: I(991130 
PJCEUENO: 949-364-9349 

510(k) No: K990731 
E+KmE No : 212-947-8388 

DEVICE:DYNAMICHOLUWFIBFRDIALYZERDSSERIES MIX% AS-851 
SE DECISION MADE: 14-AF'R-1999 
510(k) SUMMARY AVAILABLE FFUXd FDA 

DEVICE: DYIWStC HZLCW FIBER DIALYZER DH-SERIES, Mc43EL AH 90111 
SE DECISION MADE: 19-APR-1999 
510(k) SUNNWY AVAILWLE FWSM FDA 

DEVICE:DYNAREXDRAINSFQW 
SE DECISION MADE: 15-JUL-1999 
510(k) .?mTEmm 

DEX'ICE:DYNAREXNXWXNENSEOXE 
SE DECISICN MADE: 15-JUL-1999 
510(k) W 

DEVICE:DISFOSABLF: mGRCXJNDINGPAD 
SE DEXZISICN MADE: lO-FEB-1999 
510(k) Snilmmw 

DEVICE:CZW7+-MaWFFW RIG-D STEW? II?l!KDmmPE 
SE DECISICN MADE: 29-JAN-1999 
510(k) fxmTmmW 

DEVICE: IND=m 624 
SE DECISICN MADE: 25-JUN-1999 
510(k) ,smTmmr 

DEVICX: INDEPENDENCJZ 324 
SE DMfISICN MADE: 25-JUN-1999 
510(k) STATEWm 

DEVICE:~ 
SE DECISICN MADE: 20-APR-1999 
510(k) t%vmENr 

DEVICE:EASTWIEPEXWNALIcUITOR 
SE DECISICN MADE: 19-WiY-1999 
510(k) .SUWARY AVAIUBLE FIiaM FDA 
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FL?smANKcoAKco. 510(k) m: Km983905 
IGITZlLSC~1200DI~~~I~~,~~3600 
ATIN:JUDITHAWAlXACE F%DNENO: 716-726-6763 
901 ELt43mE RD. 
-, NY 14650 

EBI EZCItX)BIoLM;y 
Arr3.N: JONAS WILF 
100 IXCEFXPACE PAFXWf 
PARSIPPANY, NJ 07054 

Em, L.P. 
ATm:kJcN?is WIT2 
100 INCEFtPA~maJy. 
PAFtsIPPANY, NJ 07054-1079 

EBI, L.P. 
A!MN:JCN?iSWILtF 
100 INIEFtPACEFKWY. 
PAFWPPANY, NJ 07054-1079 

EBI, L.P. 
ATTN:Jm CAE'AROITA 
100 INIERPACEPIWY. 
PARSIPPANY, NJ 07054-1079 

EBI, L.P. 
A!rIN:PA!l.!RIcIA Fuxxl 
100 IIVlXRPACE PKWY. 
PARSIPPANY, NJ 07054-1079 

EBI, L.P. 
ATIN:JCN CN'ARUITA 
100 lX'EF@ACEpKwy. 
PAFMPPANY, NJ 07054-1079 

-, INC. 
ATm:GEPFGE WERS 
4326 U.S. ROUTE #1 
MNMYXHJUNCTIcN, NJ08852 

M3IMEDIaLTEcHmIaxEs,INc. 
ATrNt.?s!mmmLm 
2 cmKRD. 
-, NWA SaYrIA, 

510(k) No: K991721 
FiXNENo: 973-299-9022 

510(k) No: K992515 
FKNENO: 973-299-9022 

510(k) No: K992920 
FFDNENO: 973-299-9022 

510(k) In K993649 
FTDNENO: 973-299-9022 

510(k) No: K993822 
FKNENO: 973-299-9022 

510(k) No: K993886 
PHCNENO: 973-299-9022 

510(k) No: K990642 
PHONENO: 201-727-1703 

510(k) No: K984337 
PFDNENO: 902 541 1225 

DEVICE: KODAK DIGITAL ,SCIEWE 36CODISIRIBUIEDMEDIC?-CIM?iGE?,KODAKD 

SE DECISICN MADE: 25-JAN-1999 
510(k) SUNMARY AVAIL?WZ F'RX FDA 

DEVICE:EBICNEGA21SYS!lTEM 
SE DEICISICN MADE: 13-Am1999 
510(k) t3UIM%Y AVAILABLE FRZN FDA 

DEVIC!X:EBIXFIXDFSOl'TIlXM~F~ 
SE DECISION MADE: 17-A&1999 . 
510(k) SUMMFtY AVAILABW FRX FDA 

DEvIcE:EBI SPINELINKSYSTTN 
SE DECISICN MADE: 23-W-1999 
510(k) SUMMARY AMVLXiLE lX.N FDA 

DEVICE:EXtXFIXDFSWMS'WIXSYsrEM 
SE DECISION MADE: 19-W-1999 
510(k) SOWARY AWRABIE FFXN EDA 

DEVICREBI SPINEWNK ArmmIoRcERvI~sPINALSYsTEM 
SE DECISION MADE: 10-D-1999 
510(k) SUbWRY AVAILABLF: FRX FDA 

DEVICE:EBIXFIXVISICN!TCXATICNSYsTEM 
SE DECISION MADE: 14-DE%1999 
510(k) StlMNXY AUAIL.Wm m FDA 

DEVICE:EcIKIFLclwDoP~~vELoT-IITyMETER 
SJZ DECISION MADE: X-SEP-1999 
510(k) SUMMARY AD F!RX EDA 

DEVICE:~J?NDEF+FF?EESURXCALGLOVE 
SE DECISION MADE: 09-APR-1999 
510(k) SmTfimm 
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ECXCN, INC. 
AlTNzCHRISTOFHERBKNELI, 
110 WEST BulzER AVENUE 
SUITE 100 
AMELER, PA 19002 

510(k) No: K991872 
PHONENO: 215-283-1800 

ElxEsYsTEfrlscDRp. 510(k) No: K990748 
A!rm:GARY McxxtK FRIE No : 949-363-2953 
30001GoLmN LANTERN # 334 
LMXINA NIGOEL, Ca 92677 

EFRAMO, L!tD. HI THX BICMJRXCAL5l0(k) No: K983814 
ATIN:JCMT¶%NSKAHAN EIONENO: 202-637-5794 
555 - 5?lPEET, N.W. 
-, Dc20004-1109 

EISQ%XQINC. 
ATIN:JAcK SPEER 
1232 S.E. 282ND AVENUE 
GRESHAM, OR 97080 

510(k) No: K991921 
FJHCEENO: 801-582-6470 

ELAMEJxcAL,INc. 
ATIN:-G- 
2950 xEllauM L?wE IKxx-3 
ExxfmmH, MN 55441 

EMNDIAGMXTICS 
KITS 
ATm:wYNN SrocKING 
231 NORTH F'UENIE ST. 
BREA, CA 92821 

ELANI-KlTDINGs, INC. 
A!rm:RALFH ErILsmD 
231 NCRIH PUERCE ST. 
BREA, Ca 92821 

ELAN E-DLLmGs, INC. 
TORKITS 
m:m s?txKING 
231 IG3'i-l &wEKtE ST. 
FREA, CA 92821 

510(k) No: K992120 
PHONENO: 

510(k) No: K990727 
Ft-DNENo: 612-519-9400 

510(k) m: K992029 

FKNENO: 714-871-8360 

510(k) No: K991387 
PFKNElNo: 800-733-4424 

510(k) No: K991789 

FFDJENO: 714-871-8360 

DEVICE:LYNXULTRAXUNDSY~ 
SE DECISICN MADE: 16-JUN-1999 

510(k) SU&%MtY A= FFXM FDA 

DEVICE:EXESYSTEMSSTERlIE'IUBIIG 
SE DECISICN MADE: 04-MAY-1999 
510(k) .SIXm5V 

DEVICE:~~S azHPREs1cNmmSYSTEM 
SE DECISICGJ MADE: 14-JAN-1999 
510(k) SUMMAFZ AVAILAEm FRQM FDA 

DEVICE:IIVE?UG!tTENT CQQRESSICNBOOTFDRCYIC 
SE DECISICN MADE: 13-AUG1999 
510(k) .SOMMRY AVAILABm FRQM FDA 

DEVICE:DYNAWELLORDYNRdlZL 
SE DEXXSICN MADE: 13-AUG-1999 
510(k) SUMMARY AVAILmiX FRX FDA 

DEiVICX:SYNEmXH&syNEvIEw 
SE DECISION MADE: 26-XV-1999 
510(k) St&MARY AVAILMLE FRM DA 

DEVICEi:ATACDlRECTBDL~LESTERX ~ANDATXHDL?CCXIBRAXX? 

SE DEiCISI(X MADE: 12-AUG-1999 
510(k) SUMMARY AVAIUEKE FRX FDA 

DEVICE:ELANATXQiLINEF%KiSPHATEFGAGENTKIT 
SE DECISION MADE: 19-M?iY-1999 
510(k) SUMM7GY AVAIL?&m FRX FDA 

DEVICE: ATAGPAKDIF@XTBDLCHX~LREAGENT ANDATACHDL-CCALIBRA 

SE DECISICN MADE: 09JLiG1999 
510(k) ,StJMMY AVAIIMLE FlX%l FDA 
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ELAN HOIJXNGS, INC. 
A!rm:wYNN w 
231 IWXI'H F'mm'E ST. 
BREA, Ca 92821 

510(k) N3: K992842 
PHONENO: 714-871-8360 

ELAN mmm, INC. 
ATlN:WYNN S!RXKIm 
231 ra?m &'umr~ ST. 
BREA, CA 92821 

510(k) No: K992844 
FWNENO: 714-871-8360 

ELANHOLDINGS, INC. 510(k) No: K992845 
FNIOR3KIT,CZiLIBRATI~SIRNDARDSKIT 
ATIN:wYNN - PHCNENO: 714-871-8360 
231 Kxcm mmm ST. 
BREA, Ca 92821 

ExANEJ-3LDm, INC. 
ATTN:wYNN m 
231 NoIMI Fmim'E ST. 
BREA, CA 92821 

ELANIMIDINGS, INC. 
m:wYNN SnxxING 
231 Iwm-I F'uE@?E ST. 
BREA, CA 92821 

ELECTRIC la3BILITY a3RP. 
ATIN:= I-BXKIN 
1l433ILITYpLAzA 
SEWEXL,NJO8080 

ENClXOMEDICN-lSYSTENSSA 
AVJTN: SHEILA HEiYEm-HEYER 
49 PLAIN e.!rmmT 
NOFQH -, MA 02760 

EuxrmMEDI~SY~,rn. 
ATIN: CYNIHIA J.M. mLTE 
49 FUIN tsTRE!n 
NoRTHATlUZXXQMA02760 

WXZW-BIOLCGY,INC. 
A'ITN:JCN CAPAFrX'TA 
100 INI'ERPACEPRW. 
PARSIPPANY, NJ 07054 

510(k) No: K992846 
PEDNENO: 714-871-8360 

510(k) m: K992847 
FiXNEiNO: 714-871-8360 

510(k) NO: K99l.281 
FTDENO: m-468-0270 

510(k) ND: K992251 
FfKBlEiND: 508-643-0434 

510(k) No: K991857 
PHONENO: 508-643-0434 

510(k) No: K984027 
F+lCNEID: 973-299-9022 

DEVICE:HICVEMISEEXECTWLYTE~ 
SE DEZISION MADE: 26-W-1999 
510(k) SUbNARY AVAILXU FfMM FDA 

DEVICE:HICHEMISE ELEzcIwLYTEBuFFER 
SE DECISICN MADE: 26-NV-1999 
510(k) SUW?GtY AWULABLE FRCtd FDA 

SE DECISION MADE: l&ocT-1999 
510(k) SUMMARY AD m FDA 

DEVIC!E:HICREMTWTALPFGI'EINREGENT 
SE DEXXSICN MADE: XUXX-1999 
510(k) SDHMARY AVAILABLF: FRX FDA 

DEVIC!E:HICBEMBUNFUWGENT 
SE DECISION MADE: 14XCI-1999 
510(k) SUMMARY A= m FDA 

DEVICE:ELEClRIC~ILITY "cZ?WUXRsaxrwS" 
SE Di%&SICN MADE: 27-CCI-1999 
510(k) i9mTmmT 

DEVICE:SWISSLITHXXASTHULTIFURFfXE~ 
SE DECISION MADE: 27-JOb1999 
510(k) SUbNARY AVAILmIX FIick FDA 
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ELEcrw)-BIm,INC. 
ATlN:JcN C 
100 lNIERF'ACEPKWY. 
PARSIPPANY, w 07054 

510(k) No: K990303 
PHCSENO: 973-299-9300 

ELECIW-BIOLfXY, INC. 
ATIN:JON CWAROI'IR 
1coI?IwERPAcEm. 
PARSIPPANY, NJ 07054 

510(k) IQ: K990459 
FmNE No : 973-299-9022 

ELECRO-BIOLoGy,lX. 510(k) No: K990999 
A!Cl-N:JCN7!SWILF PEONENO: 973-299-9022 
1ooINlERP~pKwy. 
PARSIPPANY, NJ 07054 

ELEXlRGBIOUXX, INC. 
Al-m: Jams wILF 
loo mm PKWY. 
PAFGIPPANY, NJ 07054 

ELECIRGBIOm, INC. 
AlTN:JCNAS W&l? 
loo lt3ammm FmY. 
PAFtsIPPANY, NJ 07054 

ELECIW-BIOLGY, INC. 
ATINzJCNASWlU' 
1oOTxrEwAu?Jm. 
PARSIPPANY, NJ 07054 

ELJXTFGBIOUXX, INC. 
ATIN:JCNASWILF 
100 INTERPACE F'WY. 
PAFNPPANY, NJ 07054 

EUCIXO-DIZXXXT IC IM?Gm, INC. 
ATm:SHEILAwPIc!KEFmG 
2081I.cmDENC~ 
Las ALTtx, a 94024 

510(k) No: K991092 
PKNENO: 973-299-9022 

510(k) No: K991941 
PHONENO: 973-299-9022 

510(k) No: K992333 
FiBNENO: 973-299-9300 

510(k) No: K992367 
PHNEZNO: 973-299-9022 

510(k) ND: K983983 
FTEDNENO: 650-969-6114 

ELM;TR(IopTIcALSc~,m 510(k) No: K991098 
ATm:PAMExA PAETNFAu PEDNENO: 978-772-3552 
5WHIXKMBAVE 
AYER, MA 01432 

-03Rp. 
ATIN:DANlELKA!% 
PO 7007 
DEEFVIELD,IL6oo15 

510(k) No: K990813 
FFKSENO: 8473741727 

DEVICE: EBI CNEGA21SYSTEN 
SE DECISICN MADE: 29-m-1999 
510(k) SUMM?@Y AVAILABLE: FIMM FDA 

DEVICE:EBI vuIxxEl ENtxHmPIC SYsrEN 
SE DECISICN MADE: 23-m-1999 
510(k) SUIWiRY AVAILABU FRZM FDA 

DEVICX: MXX?ICRTICNOF: EBI SPINELINKSYSTEN 
SE DECISION MADE: 14-AF'R-1999 
510(k) SUWARY AVAILABm !LXM FDA 

DEVICE:EBISPIN%tNKANI'EFU~CERVICZiLSPINALSYsTEM 
SE DECISICN MADE: 29-APR-1999 
510(k) SUMAFXY AVAILXZZ FRX FDA 

DEVICE:EBIXFIXDFSFWLSY~ 
SE DECISION MADE: 19-At-C-1999 
510(k) .SUbWRY AVAILVUi FRX FDA 

DEVICE: EBI CMEGA21SYSTEM 
SE DECISION MADE: 08-0X-1999 
510(k) SUbNARY Am FHX FDA 

DEVICE:EBIXFIXDYNAFIXSYST!ENBAcCkXTEDSCREWS 
SE DECTSICN MADE: 23-SEP-1999 
510(k) SXMfAFX AVAILXCE FFXX FDA 

DEVIcE:EDIVERISSY~ 
SE DECISIce\T MADE: 03-FEB-1999 
510(k) SUWARY AWILABLE FEMM EDA 

DEVICE:DIFOTISYSTEN 
SE DECISICN MADE: 3O-JUN-1999 
510(k) ,SiMAlZ AVAXABLE FFXX FDA 

DEVICZ:REHXR 
SE DFCISICN MADE: 12-APR-1999 
510(k) SUbNARY AVADX?ZX FFUX FDA 
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ATINzPASCZiLMKAUFtGNN 
310 INDusrRIAL 
ST-EU-, 

ELJEBmD MEDICAL DlZVHXS CORP. 510(k) iw: K990759 DEVIcIE:VIEWoQM 
FKNEID: 450 491 2100 SE DECISICN MADE: 15-m-1999 

510(k) SUGGQY AVAIIXLE FTXX FDA 

m, INC. 
ATIN:~ sm 
14920 MINNETONKA IND. Rem 
-, MN 55345 

EJAEKmINmuMENTAB 
ATINzcxuxPATIERsm 
1814OSmKEsI~ DRIVE 
SAN DIEQ CA 92127 

ELEKTAIN-AB 
ATTN:- GUNS 
21911 ERIE LANE 
LAKE FOREST, CA 92630 

ELEKTAm-AB 
,ELwIAINSIQIT 
ATINzczmLP~ 
21911 ERIE LANE 
LAKE FOREST, CA 92630 

ELLEK!m IN-, INC. 
ATJX: PAULLSUMNER 
3155 - PRKWY N.W. 
rmRcmsS,GA30071 

510(k) ND: K982889 DEVICE:MEOPULSERFSPlBA'iORYVESTSYSml,~EL1ooO 
PHONENO: 612-932-9387 SE DECISION MADE: Ol-JUN-1999 

510(k) SUHiARY AVAILAEU FEMM FDA 

510(k) No: K984328 DEVICE:LEKSEUGAMMAKNIFEZT!ARGETSYSTEM,~EL24001 
PHONENO: 619-451-0642 SE DM=ISION MADE: 21-?@U-1999 

510(k) SUMMARY AVAIUUXE FEMM FDA 

510(k) No: K991636 DEiVICFzELEKTA DICGUIDE 
FFDNENO: 011 468 58725400 SE DEXXSION MADE: 2O-.JUL-1999 

510(k) SUMMARY AVAILBLE m FDA 

ELQm,LTD. 
ATI'N:DANmR 
P.O. mx 170 
TJBAT HlXAFW%, 

ELLZWS, LTD. 
NGLEGAMMA- 
AlTNzLKRDAN 
P-0. Box 170 
TIFJATH?CMMEL, 

INC. 
!zKt?G.'LIN 
1135 RAILRXD AVE., 
ELumNBL!x. 
HEWLETT, NY 11557 

510(k) m K992882 

FIDNEIKI: 949-462-0900 

510(k) NO: K983678 
PHckIEm: 800-535-7355 

510(k) No: K991841 
FRXE No : 972 485 63666 

510(k) NO: K991896 

PI-DNElNo: 972 483 10335 

510(k) No: K990146 
FKBENO: 516-569-1482 

SE DEtCISIcN MADE: 24-SEP-1999 
510(k) SUb%BRY A#ILJBLE FFX&I FDA 

DEVICEi:~ONCOLCGYSY~PRECISE~~ 
SE DECISION MADE: 15-JAN-1999 
510(k) SB!&TGf AVAILXXE F&XX FDA 

DFXI~:HAWHZ?ZOpTIcNFGRDUALs-HFAD lomImLEANGLEwc?sMERA 
SE DECISION MADE: 26-AU&1999 
510(k) SUb%ARY AVAILABLE FEMM FDA 

DEVICE:MZATC:ATIENUATIoN oDRREK;TIoNSYSTEMFORDUAT.rHFAD~-A 

SE DECISICN MADE: 23-AUG-1999 
510(k) SUM@iRY AVAILABLE: m FDA 

DEVICX:,SUFG~ 
SE DECISICN MADE: 17-MAR-1999 

510(k) S'mmfEm 
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ELIMAN INIL., INC. 
ATIN:FRANK LIN 
1135 FCULWAD AVE., 
ELLMANBLDG. 
I-JEmmT, NY 11557 

ATTN:ANNAGBENIZEY 
48ODE!MXWiTRD. 
GIBBSIWN, NJ 08027 

EMEDLX, INC. 
A!rrN: JEAN CHANG 
645 CLYDEAVENUE 
l4XNlMN I."EW, CA 94043-2208 

- INWVATIWS, LTD. 
ATIN:DUANEREUIm 
Fo mx 40773 
INDIANAPDLIS, IN 46240 

EmRYuNIwRsI?"r' 

m:ERNEsTvGARcIA 
1364 CLIm FD. N.E. 
RM. El63 
ATL?WIA, GA 30322 

Emx 911 cc 
ATI'NcIWRDUNCAN 
P.O. mx 79 
-=, 

Emx 911 cr 
ET 
ATI'NtIVQRDUNCAN 
P.O. EoX 79 
SaMERsETm, 

EMPI,INc. 
AIITNrKRISTYKMZLNER 
599 CAFmGAN RD. 
ST. PAUL, MN 55126 

ENmLFeMEDIcALaxP. 
ATIr?zMARKLFRIEDmN 
6345 (2ENtRE PARK DR. 
WEST -, CH 45069-3863 

510(k) No: K992382 DEWICE:SU%I~RADIOLASE 
FECNEIKI: 5X-569-1482 SE DECISION MADE: 14m-1999 

510(k) SUMMARY AVAIUBLE FEMM FDA 

510(k) MZ): K990516 
FT-ENENO: 609-423-6300 

DEVICE:JiZ-lYLAI;ooH3L cLINIcALSTANDARDSom1cNs 
SE DECISICN MADE: 31-MAR-1999 
510(k) SmTEbmQ 

510(k) No: K980631 
FiiCCENO: 650-390-0280 

D~~:~~X~ICoccWSIoNAND~IOpLFlGIA~ 
SE DECISICQ MADE: 02-FEB-1999 
510(k) SUWUtY AVAILABLE: FwJpl FDA 

510(k) No: K982178 
E%lCtEm: 317-726-7036 

510(k) No: I(992450 

FTENENO: 404-712-7422 

510(k) No: K984081 
PHONENO: 272 185 46006 

510(k) No: K984082 

PHONENO: 272 185 46006 

510(k) I0 K991991 
PHONENO: 651-415-7389 

510(k) No: K992996 
FKNENO: 513-755-7600 

DEVICE:~SOFl?FUZZMIWSYSIm 
SE DM=ISIoN MADE: 26-JAN-1999 
510(k) STATMEm 

DEVICE: EWJRYCMDIAC -* 2.oEIicEcmmoN NucxEm~IcINEo3Mpu 

SE DECISION MADE: 07a-1999 

510(k) SUbMARY AVAIME!U F%M FDA 

DEVICE:EMZ 
SE DM=ISIcN MADE: 17-MAR-1999 
510(k) sxm'mmw 

SE DECISION MADE: 28-JAN-1999 
510(k) iZATEmm 

DEvICE:DUPELICNI0PHOREsISSYSTEM 
SE DECISICRJ MADE: lo-m-1999 
510(k) SUMARY AVAIIAEM FTioM FDA 

DEVICE:EMlBLE -PIG BIPOLAR SCISSORS 
SE DECISION MADE: 24-W-1999 
510(k) SUbWARY AVAILMZE m FDA 
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EKmmoFaFmmIcs, INC. 
ATIN:DFBBIE DEL0SZJ4VIW 
9800 METRIC EL!. 
AUSTIN, TX 78758 

mcmEoFumPEDIcs, INC. 
ATTN:DEiBBlE DELfXSANIW 
98col.4ErmIc- 
AUSTIN, TX 78758 

ENaxaoFamPJiDIcS, INC. 
ATIW:DEBBIE DEWS 
9800 t-ffiDuc BLVD. 
AUSTIN, TX 78758 

Er?cmEoEMIopEDIcs, Inc. 
ATlN:DEBBIE DEI.LXSANIQ3 
9800 MErRIc BLVD. 
AUSTIN, TX 78758 

ENaxEcx??J?J~Ics, INC. 
AfITN:DEEBIE DEIC6sSANIQS 
9800 MErRr:c ~JD. 
AUSTIN, TX 78758 

ENam oFumFmfcs, INC. 
Al'IN:DEBBIE DEIQSSANIC6 
9800 MEfIRE BLVD. 
AUSTIN, TX 78758 

ExaxEoxzrmm1c!s, INC. 
ATTN:DEEBIEDEI13s SAWX 
9800 METRIC !%VD. 
AUSTIN, TX 78758 

ENcKREoKl?ro~Ics, INC. 
ATlN:DEEBIE DELQSSANIOS 
9800 MEzJ!mc BLVD. 
AUSTIN, TX 78758 

ENaxeoIIIHopEDIcs, INC. 
ATIN:DEiBEXEDEIOS SANICS 
9800 M!3mIc BLVD. 
AUSTIN, TX 78758 

ENCXRE~~ICS, INC. 
ATIN:DEEBIE DELfXS?iNIOS 
9800 t@xw.c BLVD. 
AUSTIN, TX 78758 

510(k) No: K98216O 
FT-KNENO: 512-834-6237 

510(k) No: K982663 
PHONENO: 512-834-6237 

510(k) No: K991226 
FJHNENO: 512-834-6237 

510(k) I0 K991227 
PHONENO: 512-834-6237 

510(k) No: K991325 
FENENO: 512-834-6237 

510(k) No: K991603 
FTKIUETNO: 512-834-623-l 

510(k) No: K991790 
pI-K)NENO: 512-834-6237 

510(k) No: K991889 
PSICNENO: 512-834-6237 

510(k) NO: K992109 
ETDJELNO: 512-834-6237 

510(k) No: K992738 
FKBENO: 512-834-6237 

DEVICE:BIIWZDKNEE 
SE DECISICN MADE: 1744iQ-1999 
510(k) SUWWZ AVAILAWE FRN FDA 

DEVI~:tXMJLW- cAu!IUMSULFATE=wmF~ 
SE DFCISION MADE: 26-FEEi- 
510(k) f!XMlGY AVAIMBLE FfiaM FDA 

DEVICE:FWNDATICNF0RZJSHIPSTEN 
SE DFCISION MADE: Ol-JUN-1999 
510(k) SUMARY AVXLMLF, FRX FDA 

DEVICZ:8MXFOFGED~Sl'EM 
SE DEXXSICN MADE: Ol-JUN-1999 
510(k) SUM@Rf AVAIMBLE FFCM FDA 

DEVIC'&~IFIC?CICNOFEbJCORELINE?+RRXCWSS~P 
SE DECISICBJ MADE: 25-JUN-1999 
510(k) SUbWRY AVAIIRZE FRB FDA 

- 

DEVICE:GRITEQXZEDHUMEFC&STEN 
SE DECISION MADE: 29-JUN-1999 
510(k) SUMlAEZ AVAILABLE FRBl EDA 

DEVICE:ULT~MXANKLF,FLJSICNFGDSYSTEM 
SE DECISICN MADE: 06-Al-G-1999 
510(k) CXIMWW AVATIMLE FEMM FDA 

DEVIC.3Z:U!LTIM?XBAIGIINAILSYSTEM 
SE DECISION MADE: 12-AUG-1999 
510(k) SUMMY AWIIABiZ FIiaM FDA 

DEVIC'E:EMXREFULLY~HIP 
SE DEZISICN MADE: 12-AUG-1999 
510(k) SUMAFtY AVAILXLZ FwlM FDA 

DEVICE:IsoBARSPINALSY~ 
SE DECISICN MADE: 08-W-1999 
510(k) .SUMARY AWJLABLE FRX FDA 
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ENDIUS INC. 
ATIN:JC6'EF'HlUGS 
45 mIAcm 
NE4WlDN, MA 02468 

ENDIUS INC. 
ATIN:MAW MCINAMARA-CULINANE 
49 PL?aN s?TrmBr 
IiK.RIH-, MA 02760 

ENDIUS INC. 
ATIN:SUSAN FINNERAN 
23wEsTBAmSI'. 
PL?DWLW, MA 02762 

ENDIUS INC. 
AlTNzSUSAN FINNERAN 
23WESTEiACTXsT. 
-, MA 02762 

ENXlTEEXNICtXRP. 
ATImANOREwIKIMMEL 
981 C?UE AMMiXER 
(m FKN Eos/Eo To LA/m, 
SAN-, a92680 

-IAL! mLuMms, INC. 
Atrlm:ANDREw BAT.0 
1350 EraER.x LN., SUITE 110 
ST. PAUL, MN 55108 

ENLxmRDIAT-. suLur1ms, INC. 
Arrm:JAMEsw- 
1350 ENERGY LN., SUITE 110 
ST. PAUL, MN 55108 

ENInlmx, INC. 
rfrIN:mu- 
20 FAIRlmm, SUITE #173 
IRVINE, CA 92618 

Elllxsmcs CORP. 
ATIN:ADAMDSAVAKUS 
2870 KIGORE RD. 
RANCH0 oIX?KWA, CA 95670 

510(k) No: I@82819 
l?HCNENO: 617-965-7714 

510(k) ND: K983144 
PHONENO: 508-643-0434 

510(k) No: K991794 
PHONENO: 508-643-0983 

510(k) ND: K992535 
PHONENO: 508-643-0983 

510(k) ND: K990908 
F'KNE NO : 949-361-3545 

510(k) NO: K983456 
PHONENO: 651-523-6924 

510(k) NO: K992479 
PHSWNO: 651-523-6928 

510(k) MB: K991601 
Ft-KXWNo: 949-830-9433 

510(k) No: K982329 
FHCNENO: 916-63~8CO8 

DEVICE:ENDIUS SPINEENDOSCOPE 
SE DEXXSICN MADE: 27-JAN-1999 
510(k) ,Tmnmmr 

DEVICE:FUXRXRElXtNClm 
SE DECISICN MADE: 24-F!B-1999 
510(k) SUMM?BY AVAILMIE FRX FDA 

DEVICE:ENDosa3PICSPIN7+LAcXXSSSYSTEH 
SE DECISION MADE: 13-A-1999 
510(k) StJMZWY AVAZAEKE FXt+l EQA 

DEVICE: EBDIUS SUCTICN/IRRIGRI'ICN INSTRUMEXl' 
SE DECISICN MADE: Ol-SJXP-1999 
510(k) SUMMAFZ AUAIWBTB FFQ.S FDA 

DEWIC.B:MlXXWim 
SE DECISICN MADE: 27-MW-1999 

510(k) ,SUM4MU AVAIUBLE FRX FDA 

DEVICE:ENSI'IE 3000 SYSTEN 
SE DECISICN MADE: 21-m-1999 
510(k) SUMARY AVAILAEW FXM FDA 

DEVJCE:ENSITE 3ooOSYSTEM 
SE DECISION ME: 02-DEtC-1999 
510(k) SUIMARY AVAILAEW FRB FDA 

DE!VICE:DUALLUMQTcp3cHETER, l-DDE DG35-90 
SE DECISION MADE: 28-CX.T-1999 
510(k) STA!mmm 

DEVICE: VISIONS 8.2F W UL TFVKPIIcIMp13ING- 
SE DECISION MADE: 14-JAN-1999 

(MODEL 88900) 

510(k) SUbNARY AVAILAEW FRM FDA 



- -I...- .~ 
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Eilrcsmcs ax@. 
ATlm:RIcHARD HEEERI! 
2870 KIIEaa RD. 
P,NK.XI -, CA 95670 

-, INC. 
AlrIm:- MAwiIs 
20 VALLEY SmiFlFT 
scum claNGE, NJ 07079 

ErKorEc, INC. 
ATIW:JCHN PAPPAS 
20 - STREET 
slxrm ORANGE, NJ 07079 

EwzmmmDMEDI~sy~ 
ATIWJEFF QJmN 
8529 ZION~ RD. 
INDIANAKUS, IN 46268 

ENGlm!EREDm1cAT,SYsTEbls 
m:JEFF QJINN 
8529 ZImm RD. 
INDIANAEQJS, IN 46268 

EfmmMED1caLSYm 
ESUSCXWIGRWI'IHIH2DETECl?ION 
A!rm:l3znNIE I-BXLLY 
2055 EXECUI'IVE DR. 
INDIANAFOLIS, IN 46241 

ATrN: - lmILJY 
2055 EEUJTIVE DR. 
INDIANAPOLIS, IN 46241 

510(k) m: K990271 
FKNEIW: 9X-638-8008 

510(k) No: K982418 
PIDIENO: 973-76243395 

510(k) No: K992394 
PHONE NO : 973-762-0095 

510(k) No: K983919 
Pi-KNZNi): 317-872-5500 

510(k) No: K983920 
PHONENO: 317-872-5500 

510(k) NO: K991953 

PFKXWNO: 371-246-5500 

510(k) No: KY91955 

F'KBE No : 371-246-5500 

EttTmIc-, INC. 510(k) No: K984544 
zyMELINKED~ASSAYFoRTHEiDEI'EUXCNOF'MES 
A!mN:JEFFREY PEA= FHXJENO: 800-233-8583 
25EASTLX)PDRIVE 
.5TmlY BFOX, NY 11790 

FNTIFIC MEDIC% SYSBXS INC. 510(k) No: K992872 
ATINzEBSTiAEXhW PI-K.AENo: 847-677-8944 
8944 'BNAROA TERRACZ 
SKfXIE,IL60076 

06JAN-2000 
Page 127 

DEVI~:ENXXONICS~BACKDEWICX 
SE DECISICH MADE: 30-AUG1999 
510(k) SUMMARY AVAILANE FW%l FDA 

DEVICEi:ENIUBL-PAF'PASMXUIARSALVAGESJXM 
SE DECISICN MADE: 29-APR-1999 
510(k) STATHGm 

DEVICE: ~PAE'PASHUMERALHEADFGSUWcl?GcoMpcs\TENT 
SE DECISICN MADE: 15-ozT-1999 
510(k) STATHXr 

DlWIC!X:FNSMXI'HToMASKF?ESUtXmWtxS 
SE DEcISIfM MADE: 07-APR-1999 
510(k) ,SUMAFB AVAIIX&E FMM FDA 

DEVI~:EMSF%EPVA.LWS-ADJO- 
SE DECISION MADE: 22-;IAN-1999 
510(k) SUMMARY AVAIUEGE FHM FDA 

DEWICE:~IFIcATIONToENGINEERElD MJ!DICBLSYSTE%DISFWAEiLE MANUAL&R 

SE DM=TSICN M&DE: Ol-JUL-1999 
510(k) SDbH?W A- FFX% FDA 

DEVICE:MXDIFICXl'ICN?r)ENGINEEREI) MEDIC%SYSTENSDISFOSAE&E l-?mmTJR 

SE DECISION MADE: 06-JUI.r1999 
510(k) SUWARY AVAILABLF: FIiaM FDA 

DEVICX:lWEAFTUS(AUI@lATm ) APPLICW'IONOFTHEHGCAPEIAKIT. ANEN 

SE DECISION MADE: 18-FE&1999 
510(k) STXBNNr 

DEVICE:EWWBARKBoNE-ANCHX%DHENUI% AID(EnH?i)crxD~II 
SE DECISION MADE: 24-W-1999 
510(k) SUbMARY A= FEloM FDA 



._L .  . - - .  - .  - . .  _. 
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-TEsTsYm, INC. 510(k) NO: K983997 
ATTN:E?RUCEGPIEWBSKI PHONENO: 219-262-2060 
P.O. BDX 4659 
IXWGFCF, IN 465144659 

ENVIS, INC. 
ATm:sTEvE L+xxoY 
25HEBTIxZDRIvE 
ASHEWUE,NC28806 

510(k) m: K984345 
PTXNENO: 828-281-2109 

EPIC MEDIC% EQUIPMENT SEFWICES IN510(k) No: K990082 
TERCA!?J.E,~~E710-09 
All!INzJEFFREySWJNDA FKNE No : 972-801-9854 
1800 mmsr., SUITE 300 
IJIXD, TX 75074 

EPIC MEDICAZ, EQUIPMENT SERVICES IN5lO(k) No: K992092 
A!lTN:KRIsTA cziwEs PHONENO: 972-801-9854 
18001m-Im., Sun-E300 
PLANO, TX 75074 

EPIC MEDICTII, E@JIFHENT SERVICES IN510(k) No: KY92211 
ATm:KRIm olxm FTXNENO: 972-801-9854 
18001OmsT., SUITE300 
FmN3, M 75074 

EBB3 USA, INC. 510(k) ND: KY92764 
ATTN:bctTanT CUNDY FKNEB3: 770-955-4400 
2225 NOlBWEP PKWY., STE. 105 
MiRllWB,GA3CO67 

ERBE USA, INC. 510(k) No: K992769 
20132-110, 20132-11, 20132-112,20132-113, 20132-114, 2013- 
A!MN:m UINDY PEDNENO: 770-955-4400 
2225 - PKWY., s!?E. 105 
MRIEZTA,GA3CO67 

EFicms, INC. 510(k) No: K99COO6 
ATIN: YAKOV AL- FWNE NO : 212-927-3275 
66 OvEXUDK TERFNE, SUITE 2E 
NJmYoRK,NY10040 

EROSNS, INC. 510(k) No: K99ooo8 
A!MN:YAKovALTtTtHmm FWONENO: 212-927-3275 
66 CNERLEKTERRACE, SUITE 2E 
NEWYORK,NYlCXMO 

DEVICE:SlERICHEKlWI!AL CpIIMiINE TEST KIT 
SE DECISICN MADE: 02-APF-1999 
510(k) +WMtGRY AMUL7W-E FwaM FDA 

DEVICE:ARfMAPNU-l 
SE DElcISICN M&DE: 19-M&Q&1999 
510(k) .%mENEm 

DEVICE: EiPICSpO2 FINGERSENSOR, mELE403-09, E412-09ANDEpICoxIME 

SE DECISION MADE: 09-APF-1999 
510(k) SlRMiRY AVAILABU FI4ZM FDA 

DEVICE: SLI1TSHELZ,DISFOSABLE: SpO2 SENSOR 
SE DECISIGN MADE: 22-DEC-1999 
510(k) StbWARY AVAIIABW FROM FDA 

DEVICE:SIQ2WRAPSENSOR 
SE DECISICN MADE: 22-DEG1999 
510(k) SUMWRY AVAILABLF: m FDA 

DEVICE: Ef?BFi Apt RASP- HANDLE AND TIP, MB% 20132-102, 20132-103 
SE DECISICXV MADE: 14-W&1999 
510(k) SU@!ARY AVAIIAPU FRaM FDA 

DEVICZ: EREiE AFC APPLIC%TORs, MZDEx.s 20132-106, 20132-107, 20132-109, 

SE DEtCISICU MADE: 14-CCT-1999 
510(k) SWWR!f AVAIUBLE m FDA 

DJZVICZ:ER(;D-vAC!-c 
SE DE'CISICN MADE: 24+%x3-1999 
510(k) SUbMWY AWILABLE FTMM FDA 

DEVICE:ERoD-RIBBsN-C . 
SE DEZISICN MADE: 24-FEB-1999 
510(k) SUMW?Y AVAILABLE m FDA 
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ERICH JAEGEFt B.V. 
ATI%:LEoNDENE!AKKER 
REKXJLW 11 
NL-3981 LA BUNNIK, 

EscMEmcALSYsrEmLm. 
A!rm: ZVI LADIN 
YOKNEAMINDUSTRIALPARK 
P.O. Box 240 
y-t 

EScMEOIcmSYSTEw,INc. 
Arrm: ZVI I.2wI.N 
YomFmINDUsrRIALPARK 
Fomx240 
y-, 

ESPEDERIRLX 
ATnJzANDRERSPE?mwANN 
ESPEPLATZ 
-, BAVARIA, 

EWEDENTALPG 
ATlN:ANDFtEAS W 
ESPE PLATZ 
-, m=, 

ESPEDESITALAG 
ATIN:ANDm w 
ESPE PLATZ 
-, w-r 

510(k) No: K984465 DEVICE:OXYCWALPHA wITHoPrIoNEcG 
PHXENO: 030-659-4600 SE DECISION MADE: 27-CCl-1999 

510(k) S'IWEmm 

510(k) No: K982119 DE?JICEi:DIODEIASER 
PHCW Iv3 : 011 972 49599000 SE DECISICN MADE: 04-FEB-1999 

510(k) ,SUNARY A!tUmE?U FXN FDA 

510(k) No: I691628 
PHONEND: 972 495 99ooo 

DEVICX:iWDIFIEDLX-2OcO2 LXERSYSTEXFAMILY, Lx-2OSA 
SE DECISI(xJ MADE: 0%AUG-1999 

510(k) ,SUbNGY AVASIRXE FE&X FDA 

510(k) No: K984246 DEXICE:mLrFoP 
F%iCW No : 49 815 2700359 SE DECISION MADE: O&-JAN-1999 

510(k) SUbNARY AVAIUBLE FRX FDA 

510(k) No: K984247 DEVICX: ELIPAR'IRILIGHT 
??HCNZi NO : 49 815 2700395 SE DECISION MADE: 25-FEB-1999 

510(k) SUMMiWY AVAllXm FRX FDA 

510(k) No: K98424B DEVICE:PROCEN 
F'JXBE ND : 49 815 2700395 SE DMlISICN M&DE: O&JAN-1999 

510(k) SUMMARY AWIL?m.E FIMM FDA 

510(k) No: K990763 DlWICE:VITFCNM 
PHCBE No : 011 498 15270013953 DECISION MADE: 25-MAY-1999 

510(k) S'OMtGW A= FEQJ FDA 

510(k) NO: K990982 DEWICE:CNITIC 
PHSENO: 011 498 1521395 SE DECISION MADE: 23-m-1999 

510(k) SUW%RY A?mILXim FICH FDA 

510(k) No: Km991008 DEfVICE: DIMENSIONBITE! 
PHONE No : 011 498 152700139SE DECISION MADE: X-JUN-1999 

510(k) SUWARY AVAILABLE FEMM FDA 



SUBlITTERADDRESSLISTINGBORcllRHSUEGTAWIAT.LY~ (=I 510(K) - OR 510(K) S-S 06-J?N-zoo0 
FOR FINAL DEtCISICNS REtNDERED DURING THE PERIOD Ol-JAN-1999 !LY%XGH 31-DEG1999 Page 130 

ESPFiDENlXAG 
A!rm:ANDm pEl?Bmm 
ESPEPLATZ 
-, mm, 

ESPEDENllAcAG 
ATIWA. V 
ESPEPIATZ 
-, BAVARIA, 

ESP.EDERXRLAG 
ATRa:ANom v 
ESPE PLATZ 

EXTPEDENCALPG 
ATlmANDREASP!znmaNN 
ESPEPLATZ 
-, m-r 

ESPEDEXCATdAG 
mANDREAs PlxTEmmN 
ESPE !JTxcz 
-, ==Qm 

510(k) ND: K991220 DEWICET:VIlXNH 
FECHEIIW: 498 152 7001395 SE DECISICN ItTiDE: 20-M&Y-1999 

510(k) ,tXNWRf AVAIUBLE FRaM FDA 

510(k) No: K991221 DEVICE!:VJi%XWM 
FFDENO: 498 152 7001395 SE DECISION MADE: 2O-MAY-1999 

510(k) SUMMXU AVAILAEW FRcpl FDA 

510(k) NO: Km991913 DEVICT?PEWAMIX2 
FBCNEZIW: 011 498 152700139SE DECISICN MADE: 26-JuL-1999 

510(k) SUMW4tY AVAILABLE FRCN FDA 

510(k) No: K992048 DE!VICE:~IFIC?sTICNOFPFXBFTLdOP 
PHONENO: 011 498 152700139sE DECISION MADE: 16-AW-1999 

510(k) SUMM?iW Am FROM F13A 

510(k) No: Kg92645 DEVICE:SINFWY 
PHONETE?O: 011 498 152700139SE DE!CISION MADE: 22-SEX-1999 

510(k) SUMGRY AVAILAWX FRaM FDA 

510(k) No: K992895 DEVICEzlNPREMMF 
FFKNENO: 011 498 152700139sE DECISION MADE: 08-SEX'-1999 

510(k) SWMiVtY AVAIUBU FRX DA 

510(k) No: Kg92897 DEXtCE:IMPREWMPEWI'A 
PI-KNEW: 011 498 15270013953 DEcISIa MADE: 08-W-1999 

510(k) SXIWARY AVAITXXE FIiaM FDA 

510(k) No: K992909 D?WICE:HYTAC 
PHCNE No : 011 498 1527CO139sE DE!CISIcN MADE: 24-W-1999 

510(k) SUWAFtY AVAIIAEW FFXM FDA 

510(k) No: K992966 DEVICEi:- 
PHONENO: 011 498 152700139sE DECISION MADE: 07XxX-1999 

510(k) .SUWARY A= FRX FDA 

510(k) No: Kg93566 DEXCCE:~ 
FKNENO: 011 498 152700139SEi DEQISICN MADE: 06-DE%1999 

510(k) SUbNARY AVAIUFm m FDA 
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-, INC. 
A'lTN:ARTHUR W 
4115 BLACKHAWK PLAZA cm 
#loo 
DANVIIJX, Ca 94506 

El3rILT.J MEDlaL TExlmDmIEs, 
A!rlN:'IIKIMAs KIsTNE!R 
17440 N. DALUS PARKbAY 
SUITE100 
DALT.X, TX 75287 

ETIHIo=N mm, INC. 
ATIN:ElX?TNOB.UJZ?S 
4545 CREEK RD. 
CINC-, OH 45242-2839 

ETHIm ENIB-SURGERY, INC. 
ATTN:JACKIEASlTA%ER 
4545 CREEK ROAD 
CINCINNATI, OH 45242-2839 

ETHTCCN ENDo--, INC. 
ATTN:m TABRI 
4545 CREEK Fa 
CINCINNATI, OH 45242-2839 

FMICON ENlm-m, INC. 
ATlN:RUIHANN WXXJ 
4545 CREEK RD. 
CINCINNA!l?I, OH 45242-2839 

510(k) No: K990573 
FHXENO: 925-648-2033 

INC. 510(k) IW: K984640 
l?iXNENO: 972-818-1872 

510(k) No: K983925 
FFIONEiNo: 513-786-7162 

510(k) No: K98424O 
Pi-KNElNO: 513-786-7978 

510(k) No: K990028 
l?&JNEiNO: 513-483-3532 

510(k) No: x990362 
PHONENO: 513-483-3468 

Ez!xmx -, INC. 
ATIN:RvrHANN PmD 
4545 (LBEEK RD. 
CINCINNATI, OH 45242-2839 

510(k) m: K990430 
PHONENO: 513-483-3486 

.E-lxIm -, INC. 
ATIN:EDWINOBILLIPS 
4545 cl?EEK mAD 
CINCINNATI, CM 45242-2839 

510(k) m: K991030 
FKINENO: 513-786-7162 

EYEIICCN ENLsb5zJKmz, INC. 510(k) No: K991980 
AND-m- ANDCABLFS,X%TWAREPACKAGE,FXX%IMI, 
ATIN:- 1m FKXWNO: 513-483-8205 
4545 clQmiK RD. 
CINCINNATI, CH 45242-2839 

DEVICE:ESTEWARTERI& RElaxEm PEl?msI~CANNuLA 
SE DECISICN MADE: ll-M7iR-1999 

510(k) SUMARY AWUL?GZE FFW FDA 

DEVICE:THERMAz,~ 
SE DECISION MADE: Ol-JUL-1999 

510(k) SUMM?@Y AVAnABUZ FRLIM FDA 

DEXICE:ENDQPArZIULTRAVERlZSSNEEDLiZ 
SE DECISION MADE: 03-FEB-1999 
510(k) SUMGRY AVAIiTWE FF0f FDA 

DEvICE:ENCQPATH~PICIN~ 
SE DECISICN MADE: 22-JUN-1999 
510(k) SUMMARY AVAIMEXE = FDA 

DEVICE:ENDOPAlWOETIVJEWOPTIC%SUXICX, oB.mmmRANDm 
SE DEcISIC+? MADE: Ol-AE'R-1999 
510(k) SUM7iRY AVAILXEX FIUX FDA 

DEVICE:INSTRWEM',ULTFXmIC,Sc%lm 
SE DECISION MADE: 17-S.EP-1999 
510(k) SWMRY AWGIABIZ FRQM FDA 

DEVICE: UL!tl?ACISIONHAFMCWIC ScAIsELHANDPIEclE 
SE DECISION MADE: 12+AR-1999 
510(k) m AVAILMZE FfXX FDA 

DEVICE:PFUXXMEiX'S%2QRRHOIDALCIRCULAR +TAPLERANDAV 
SE DECISICN MADE: 17-M&Y-1999 
510(k) SUMdARY AWIIAEQX l?XM FDA 

SE DECISICN MADE: 17-AG-1999 
510(k) SUbWARY AVAIUBLE FIiaM FDA 
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GIHIOQNW, INC. 510(k) ND: IX992612 
, l43DELS SW210, SVi220, SW22O,Sw230, SW212, SW222 AND SW232 
ATINzEDWINOBILLIPS PHONENO: 513-786-7162 
4545 CREEK RD. 
CINCINNATI, OH 45242-2839 

FzlxImw-, lx. 
cam3 PF43x, UL-, 

510(k) m: K992813 
I-KXJSlX~IC,HCUSI,ULT 

ATIW'IZSMIMA ITANI PHONE NO : 513-483-8205 
4545 CREEK RD. 
CINC-, OH 45242-2839 

EMImEMxIsuw;ERy, INC. 510(k) No: K993054 
, ICSXl, CS-23c, CS-231, CS-14C, CS-141 
ATrN:rumlANN LKEB ETXBENO: 513-483-3468 
4545 CREEK RD. 
CINCINNATI, OH 45242-2839 

EnJIm, INC. 
RBABLE:sM\RHET1csuRG1cp;LMEsH 

510(k) No: K984220 

ATINzGRKXXYRJ0NE.S PHCNENO: 908-218-2481 
R7zJum 22 wE5T 
V, NJ 08876 

ELJFafm, INC. 510(k) No: K992363 
ATIWMARY --INANE PHCmNo:508-643-0434 
49 ETAIN b5?llmn 
I'XXI'H -0, MA 02760 

EUl?XPEAN - ACMa CN AI?rIC5lO(k) ND: K991439 
ATm:L. mLLm 
oxlaRD- 
-, 

FFKlNE!NO: 441 612 755516 

510(k) No: Kg83776 

PHONENO: 202-887-4055 

-co., INC. 
UALEsxEasTPuMP 
A!I'IN:lXXQV.DESFGAL 
1333 NEW HAMPSHIRE AVE.. N.W. 
SUITE400 
-, DC20036 

Ew 
ATIN: TIM DAVIS 
N26bi23315 PAUL Km 
PENADKEf3, WI 53072-4061 

510(k) ND: K984263 
PHONENO: 800-786-3707 

DEVICE:EMxlpATH FBIXBZPIC TISSUE s sYsTEMwITH~vIcRYL 

SE DECISION MADE: 14-0X-1999 
510(k) SUMAFtY AVAIUPLE FRaM FDA 

DEVICX:I.~GAUGEPFXXE, &czmmcmCrIC, 14 GAUGE PFoBE, &czmmcmcTIc,14 

SE DECISION MADE: 18-Nov-1999 
510(k) SUMARY AVAIUBLE F&KM FDA 

DEVICE: ULTRACISIONHARmNK! scazpEL~msHEARs,m~LcEcs 

SE DECISICN MADE: 09-D-1999 
510(k) StIMMZU AVAILXKE FEiaM FDA 

DEVICE: ML=DIFICATIONOFPKXENE (~LYPF0PYIENE)HERNIASYsTEM, NCNABSC 

SE DECISION MADE: 23-FEB-1999 
510(k) SuMMARy AVAIMBlZ FKM FDA 

DEVI& -11 STANDARD 
SE DEXXSICN MADE: 12-AK&1996 

i5wmxcN II ECBDER, !ixmEmm II TKLN 

510(k) +SUMRY AVAILABU FIUX FDA 

DEVICE: TrxnlER CXIBRANTS" 
SE DEZISICN MADE: 20-DEZ-1999 
510(k) txXE%mr 

DEVICXhEXENFIQCKMFORTOXIlUL BBEASTPUMP, EVENFT0CXMFORT~LD 

SF, DE!CISICN MADE: 26-APR-1999 

510(k) SU&MRY AVADXiLE m FDA 

DEVICX:EK: MxIICABLEiZ0WIRESY~ 
SE DECISIXX MADE: 02-FEB-1999 
510(k) mMM?Q?Y AVAILXKE FFUX FDA 

- 
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ExAm, INC. 
-GARYJMILiZR 
2320 N.W. 66TH CT. 
-, FL 32653 

MACTECH, INC. 
-caMFcNENT 

ATINzGARYJMILCER 
2320 N.W. 66TH CT. 
GAI-, FL 32653 

ExcELTEm.LTD. 
A'ITNzMARXTZAJAC 
2892 - DR. 
-, -0, 

EXCELTECH. LTD. 
ATIN:JCHNRMUMURD 
2892 FT~KEMD DR. 
-, -0, 

ExCELrcEa-I.L2D. 
ATI'N:3QINRMUMFORD 
2892 FC%?EWD DR. 
-, -0, 

ExmxmAsTIcsL?D. 
ATIN:- BLJimaa 
LISIEUX WAY 
mm TAl2u3, 

EYE TEL IM?Gm, INC. 
A!IlWKIWINTQvn\nu 
15078 STILwnw PLACE 
-, VA 20120 

AlmJ:LEE BFrmY 
155 MlDDLESEfX TURNPIHZ 
BURLIIGICN, MA 01803 

FAlJKmJG m.caz 03. 
A!MN:HEIxE MAASER 
llCQMERCEDRlSB 
CRANFWD, N3 07016 

510(k) No: I(990197 
PI-KNEW: 352-377-1140 

DEVICE:~ULUSSATIE&ES~BILITY (Mcs)-HATOI'ALHIPSYSTEM 
SE DECISION MADE: 04--1999 
510(k) SUM?BRY AVAIL?mE FI&% FDA 

510(k) No: K993082 DF!?JICE:EZUiCIECHACUi%Tm~ HIPSYSTEHA-SERIESpoRMJSaxTEiD 

PHSIENO: 352-377-1140 SE DEZISICN M&DE: 19-NOV-1999 
510(k) SUMMARY AUULAEZE m FDA 

510(k) ND: x991900 DEvICFi:XLTfZKFOLYSCMmxwm HEADm, mm # psG-40 
PHSIFCNO: 905 829 5300 X297SE DE%ISIcN MADE: 12JuG1999 

510(k) srAmm?r 

510(k) No: K991903 
FHONENO: 905 829 5300 

510(k) No: Kg92313 
E'EHENO : 905 829 5300 

510(k) m: K990366 
FWNENO: 018 232 76837 

510(k) No: K990205 
PHXEKQ: 703-803-8584 

510 (k) No: K990778 
FTKNENO: 781-229-1500 

510(k) m: x990091 
PHONENO: 908-931-3806 

DMCE:EXCELpHlrrICST~, 
SE DECISION MADE: 04-AT-K&1999 

mm(xLps-1) 

510(k) StMm4Em 

DEVICE:XLTEKEVOKEDF0TBQIAL~E0X,~~EP-16 
SE DECISIC-tV MADE: 19-A-1999 
510(k) sBTmENT 

DEZICE:EXBX)RSUCTICN~B~ANCEKIT 
SE DEZISION MADE: 05-MAR-1999 
510(k) SUM!QRY AVAIUBLE F%M FDA 

DEUCE: DIGISCOPE Om CcaMERA 
SE DEZCSICN MADE: 26-MAR-1999 
510(k) m AVAIUBKE = FDA 

DEVICE: INSIGHTV 
SE DBZCSICN MADE: 03-JUN-1999 
510(k) w 

DEVICE: S.P.A.R sTERILF:--IR 
SE DEZISION MADE: 04-APR-1999 
510(k) SMQBY AVAIUEB m EDA 
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FCI OPffImmIcs, INC. 510(k) No: K291238 
ATTN:ANNE BIsIsAcK PHCNEiNo: 781-837-4416 
P.O. BOX 465 
76 F'FDSmST. 
MARSHFIEU) HILLS, MA 02051 

FELDARuBBERcmP. 510(k) No: K993820 
LAEmING~5OMI~oR~ 

ATl'lX:YUNUS LATIF FTYKNE No : 03 292 3033 
TINGIUQ'7,BALAIFELDA 
JAIANGuRNEYl 
mm, 

FEFmARIsMEmaL,lxc 
A?mv:JoNATHANsKAHAN 
555 - .5GTRET, N.W. 
-,m 

FERRIS MEG. CORP. 
ATIW:m TFK)RZN 
16WEsr 300 83RDST. 
BURR RICGE, IL 60521 

??EEws MFG. am?. 
ATINcTHiUXBER'IHORSCN 
16WEST300 83RD ST. 
BURR RIDGE, IL 60521 

FEmIs MFG. c?Jf@. 
ATIN:- TfDIxEN 
16WEiZ.T 300 83m ST. 
BUFm RIIXEi, IL 60521 

510(k) No: x992038 
FEONENO: 202-637-5794 

510(k) No: K984539 
PHONENO: 630-887-9797 

510(k) No: K990906 
FFENENO: 630-887-9797 

510(k) No: K991729 
PHONENO: 630-887-9797 

FIBER IM%Ii% TEnItaI..axFs, IMZ. 510(k) No: K.991560 
ATIN:JcIEmH RESS PHNENO: 617-965-7714 
45Fa?rIAcRoAD 
ItEWlCN, Ml4 02468 

FIBER IMAGING TECHb0LCGIEs, INC. 510(k) No: K992040 
ArrJN:JoGEpH RESS FT3CNENO: 617-965-7714 
45mxLmcRmD 
NEWION, MA 02468 

FIBER IM?GIPG 'TEKNbDmIEs, Ih'C. 510(k) No: K992437 
A!l?IN:JosEpHFZSS FFDNENO: 617-965-7714 
45 FcJNrIAcm 
NfiWlDN, MA 02468 

DEiVICZ: FCI -pEEoBE livTmw?I~sETs 
SE DECISION MADE: O&JcTG1999 

510(k) S'lxmmm 

06-I&N-2cm 
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DEtVICEi:!&%DERFREELATEX ExAMaWnoN GIcDvEs, NON-STERILE: WITHPFarExN 

SE DECISICN MADE: 02-DE?%1999 

510(k) CmUmm%C 

DEVICE: -PACER 
SE DECISICN MADE: 09-SEP-1999 
510(k) SUMMARY AVAILABLF: F!FUBf FDA 

DEVICE:FERRISFoLYMEHCV.CIUMALGINATE STERILEFXXTNDDRESSIIC 
SE DECISION MADE: 01-M&R-1999 
510(k) SmTEMmc 

DEVICE:FERFUS FammfEoLYWICfxrERnx CAVITYWCIUNDFILLER 
SE DECISICN MADE: 29-AE'R-1999 
510(k) SIMBdEm 

DEVIC!Ei:FEZ?RISpOLYCS%MY ZZERIIEhOUNDDREiSSING 
SE DECISION MADE: 27-Am1999 
510(k) STATEmm 

DEVICE:N 
SE DECISION MADE: 13-1999 
510(k) m 

DEVICE:FLEXIsQspEII ~PESANDACCESSORIES 
SE DECISICH MADE: 06-A%1999 
510(k) sI]ATEMENT 

DEVICE: SC'HOEUYRIGIDENDxCOpEs 
CZ DECISION MADE: 14-%l-1999 
510(k) sIwm@m' 
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??Im pIpd=m TEic-mmm, INC. 
ATIN:JosEpH RESS 
45 FctvrIAcRoAD 
NEXLDJ, MA 02468 

FIBERIM~'GING~LCXXES,IN~. 
ATrN:JosEPH RESS 
45 FcNlTAcR#D 
ICZWIEN, MA 02468 

FIBERDEiNI'CXRP. 
ATI'N:MARY l@3@MmAmINANE 
49 PLAIN &5immr 
J'DKIH ATEBBRO, MA 02760 

FIBRASCNICS, INC. 
A!rlm:RcxaFa Jt.RcHM 
5312 NXI'H EXSTON AVE. 
CHI-, IL 60630 

FIBRASCNICS, INC. 
AlJTN:IloBEHT BFGHM 
5312 NCRI'H ELSTON AVE. 
CHI-, IL 60630 

FIBBASCNICS, INC. 

Arrlx:w BKmM 
5312 NX!IM ELSIOX AVE. 
CHICTYX), IL 60630 

FmIAPBARM7iC!EUI'ICX.,CORP. 
ATrN:m FImINI 
2000 K S!tREET,N.W 
SUITE 700 
WAsmxxw,Dc2ooo6 

FrnIA~cATdax!?. 
Al-m:- FI-INI 
2000 K STREET,N.W 
SUITE 700 
B,DC2ooO6 

FrnIAPHwMuwMaGaxP. 
AfITN:- FICZi!NI'INI 
2000 K STPEET,N.W 
SUITE 700 
V,Dc2ooO6 

510(k) No: K992527 
PKNENO: 617-965-7714 

510(k) No: K993300 
??HXENO: 617-965-7714 

510(k) NO: K991011 
PJ?ONENo: 508-643-0434 

510(k) No: K984143 
PHXENO: 773-286-7377 

510(k) No: K984199 
PHONENO: 773-286-7377 

510(k) No: K993046 

PEDNENO: 773-286-7377 

510(k) NO: K984262 
PHONENO: 202-371-1325 

510(k) No: K984264 
FHX!ZNo: 202-371-1325 

510(k) No: K984266 
PHONENO: 202-371-1325 

DEVICX:UF@TER&~PE 
SE DECISICXV MADE: 13-0X-1999 
510(k) m 

DEVICX:oOLDLI~PL3ooO 
SE DECISION MADE: 05-I@X-1999 
510(k) StMQEtY Am FRX FDA 

DEVICRClRRSOOPE 
SE DEXXSION MADE: 23-JUN-1999 
510(k) SUMVAFZ AVXLABLE FRaM FDA 

DEiVICX: FIBRA-XRJICS PHAOC) III OR IIIP -1ObJ SYSTEM 
SE DECISION MADE: 16-FEB-1999 
510(k) m 

DEVIcE:EXCNIX 
SE DECISICCJ MGDE: 17-FEB-1999 
510(k) w 

DEVICEi:FIBRASONICSuL TiGScNIcLITHoTRIpToRLI'IIIDscNI c,MxxLLS-2ooo 

SE DECISION MADE: 22-m-1999 
510(k) m 

D~~:~IFI~ICNOFBIONECTHYDIEOGELGAUZEPADS 
SE DECISION MADE: lO-FEB-1999 

510(k) SUM%FCi AVAILAEU FRX FDA 

DEVICE:MCDIFICATICNOFBICNMTTC!LEARHYDRxEL 
SE DEXXSION MADE: lo-FEB-1999 

510(k) .SUbMRY AvAIllIBLE FWSM FDA 

DEVICE:~IFICRTICNOFBICNZI'HYDRXEL SPF?AY 
SE DECISICN MADE: lo-FEB-1999 

b 
510(k) SUMGRY AVAIIX?U FRX mlA 
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FmIAPHrRaawIaLaRP. 510(k) I@Zh K984267 
ATTN:I FIORENTINI FJI-KNENO: 202-371-1325 
2000 K STREEZ,N.W 
SUITE 700 
WASDEDN,DC2ooO6 

FmIAFHawGseICALa34iP. 510(k) No: K984413 
ATIN:- FICRENXNI FHXENO: 202-371-1325 
2000 K SIREEX?,N.W 
SUITE700 
~,Dc2ooO6 

FISMA,INC. 510(k) No: K990174 
E, XXIET.,E-80-II, ETJTEULTF&IXXXLE-80-IV 
At.JTN:TRAcysBEsT 
3959 WEST 1820 SOVIN 
SALT LAKE CITY, UT 84104 

FIS&!A,INC. 
A!rm:TRAcYsBEsT 
3959 WEST 1820 xu?iH 
SALT LAKE CITY, UI' 84104 

FITCODIPPEDPRXXXXSPVT. LTD 
ATrN:- pJzmmA 
14-AOX-IINEX&GRCPRXE+SSING 
=,-,- 
-, 

PIICNENO: 801-972-0500 

510(k) No: K991464 
FTKNZN: 8Ol-972-0500 

510(k) No: K993450 
FKBENO: 910 484 424033 

- SDN. EHD. 
ATIN: KENNY H.N. LIEid 
Lm 5071, BATU 5 l/2, JAIAN 

iEF& r-, 

FLEXI'JECX SDN. BHD. 
AlTN:KENNYH.N. LIEiW 
LOT 5071, ra.Tu 5 l/2, JATJu 
MU 
=I -, 

FLEXITWI SDN. BHD. 
M 
m:mAH KIM 
LOT 5071, BATJ 5 l/2, JALM 
MERU 
=, -R, 

SE DECISION MADE: Ol-m-1999 
510(k) SUMMARY AVAXABLE FRX FDA 

DEVICE: DENTAL 200, DEb?lXL 300, DEI'RAL 400, mELS E-20, E-60, E-50 
SE DECISION MADE: 2O-JUL-1999 
510(k) SUMMARY A= FRX FDA 

DEVICE:LATEXSURXC%LGIxNEs,PRE-F%DEl?ED 
SE DECISION MADE: 29-D-1999 

510(k) SUMtGRY Am FRX FDA 

510(k) NO: K990495 DEVICE:lXWDERFREENITRILE ExAMmATIoNfxovES 
PHCMENO: 603 392 0188 SE DECISION MADE: 02-APR-1999 

510(k) V 

510(k) No: K990499 
PHCNENO: 603 392 0188 

DEVICE:PFGiRXDEREDNITRILE ExAMmATIoNGLGuEs 
SE DECISION MADE: 02-APR-1999 

510(k) w 

510(k) bn K990501 

FKNENO: 603 392 0188 

DEVICX:FGVDERFREELATFX ExAbawI~GLcvES,w/PFarEINLaBELINGczAI 

SE DIXISION MADE: 02-m-1999 

510(k) m 

D~CE:tGDIFICATICNOFBICNECl'HYDRaXL~ 
SE DECISION MADE: lo-FEE-1999 

510(k) = Am FEMM FDA 

DEVICE:BIONECI'HYDRGEL 
SE DECISION MADE: lo--1999 

510(k) SUMtGRY AVAIIXXE FRX FDA 
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FLEXITECHSDN. BID. 510(k) No: K990502 
LINGcLAIM(1ooMI~oRLESS) 
ATIN: KENNY'H. N. LIEN PHONENO : 603 392 0118 
Lm 5071, BATU 5 l/2, lJ?LAN 
MEW 
=, -, 

FL?ExmDIcsoQRp. 510(k) No: K990765 
NDS,FLEXFINDERGUlDEWIRE(REGULW 
m: -caDRRIGAN. JR. 
12400 WHI- DR., #2b40 
-, MN 55343 

lWEERWTDIAGNQ5TICS, INC. 

fi?N:PEfWGRUCKER 
23561 RIIXE RCUl'E DRIVE 
SUI!lED 
Lt?GUNA HILLS, a 92653 

~DIAGNCBTICS, INC. 

A!ITN:PERRYGRUCKER 
23561 m XUI!E DRIVE 
SUITED 
L,TGJNi HILLS, CA 92653 

FWEFRWTDIXXXTICS, INC. 
CDEL 13X ANAD 135D 
A!MN:J?ERRY RUCKER 
23561 RIIEE ITCUll DR., SUITE D 
LPGUNA HILLS, a 92653 

~DIAQWTICS, INC. 
T, hCDE!L, 145C AND 145D 
ATIN:PEBRYRUC!KER 
23561 RIDGE lXtJTE DR., SUITE D 
Lxmm KILI;s, a 92653 

510(k) No: K99CXB9 

F‘HXENO: 949-595-0673 

510(k) NO: K990107 

FTt-DNENo: 949-595-0673 

510(k) No: K992325 

!ZDNF#NO: 949-595-0673 

510(k) No: K992329 

PHONENO: 949-595-0673 

FolwxAGLovEINDu~m., Lm5lO(k) No: Kg92588 
ATIN:TIANGSCHAW PEKSENO: 908-233-3571 
1016 SlWiRD AVE. 
wEsmELD,NJ07090 

FOSHAN MACHINERY & EQUIPMENT IMPORSlO(k) No: K992884 
m:mwKANG PHCNENO: 201-947-9080 

DEVICX:PRE%WhDEREDLATEX EXAMIWQICNGLGVESWI!CHPXYIEMWNTENTLWE 

SE DECISION MADE: 02-APR-1999 

510(k) iXWmmWC 

DEVICE:FIEXFINDERGUIDEWIRE(REGULAR SHAFr/SrIEFsHAFT)MARKED INKBA 

SE DECISICN MADE: 
510(k) ,mxmmrc 

15-MAR-1999 

DEVICE:FWEWCWT 

SE DECISICN MADE: 

510(k) m 

18-MAR-1999 

DEVICE:FWEFXfW 

SF DECISICN MADE: 

510(k) STATBmm 

m-MAR-1999 

DEVICE: m 

SF DECISION MADE: 
510(k) STA!mmm 

18-mv-1999 

DlZVIcE:EtXBXWC DIAGN0STICSINSTWHEXKDRUGSGRFFN~2000TFS 

SF DECISION MADE: 
510(k) .SVmWEW 

18-N(xr-1999 

DEVICE:HLUENITRILEPATIENT ExAMmnTcNGLovEs, Fcxaxm-FREE 
SE DECISION MADE: lo-SW-1999 
510(k) SUbWRY AVAHXHLE FFC%l FDA 

DEVICE:~(MANUAL,NGI'?XECXRIGAL) 
SE DECISICN MADE: 02-NOW1999 

2414 2ND STREET 
FORT LEE, NJ 07024 

510(k) SrzlTEMENT 
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FOICN?i D.D. 
Al-m: KUCA v?-LJAvEc 
LYTmZJE 7, 
1210 LJuBLJAM1, 

FWKNA D.D. 
AmN:t-nJa vALIJAvEc 
.!TJmNE 7, 
LJUBZJANA, 

FCJIUW D.D. 
ATIN:MXJa V?GIJAVEC 
l!ixmm 7, 
LJUBLJANA, 

-DESIGNS, INC. 
~:GINNYSMALM33 
2241 MADERA ROAD 
SIMI VALLFY, Ca 93065 

510(k) No: I(990243 
PHONENO: 386 611 511215 

510(k) No: Kg91632 
PHONENO: 386 611 511215 

510(k) No: K991634 
Fi-KNENO: 386 611 511215 

510(k) ND: K993640 
PEDNEEIW: 800-331-8551 

FREsENms -my, INC. 510(k) No: K984233 
ATYY-ADAPTER,ANDAT0OXYGENATQRLIN!Z 
ATlXVIFGINiRSIBKGER PI-KJNENO: 925~-90 
11OMAXNCIRCI.G SUITE A 
-, c-7-1 94520-1238 

FREsmmJs -, INC. 510(k) ND: I(984586 
ATIXVRXXNIARSINGER FmNE No : 925-688-0990 
110 M?GCN CIRCLE SUITE A 
cmmm, ca 94520-1238 

-s USA, INC. 510(k) No: K992275 
DIFlEDF4OOLCNVOL ~W/TCBIIGSEZF3CXOTS 
ATITJ:VIRGINIA SINGER FFKXENO: 925~-90 
110 MASm CR 
-,a 

FREsENms, USA 
ATTN:lXNAIDALII'?UXN 
lOcAKKxcNT 
wRwIHAM,MAO2093 

510(k) No: K982926 
FWJNFINO: 508-384-2546 

FRESNIUS, USA 
SFLckJDmTIcN 
ATI'N:AKlMJR EILINS~ 
m-CENTER 
95 E%YDENAvE. 
-, MA 02420 

510(k) N3: Kg91520 

FFKNENO: 781-402-9068 

DEVICE: FWIQPiFlDEUSER:YAGIXERSYSTEN&ACCESSORIES 
SE DECISION MADE: 09-JUN-1999 
510(k) ,SUMARY AVAIIBLE m FDA 

DEVICE:XYJ.ONANJVALJSER:YPGLASFiRSYSTEM 
SE DECISION MADE: lo-AU&1999 
510(k) SUMMARY AVAILNXE FF0l FDA 

DJXtCEi:FUTCNAN%ALISRRUBYLASERSYSTEN 
SE DECISIGN MADE: lO-AWG1999 
510(k) SUMMARY AVZiZ?BM FwaM FDA 

DEVICE:SlXClXUMLIBRE:wHEELcsIAIR 
SE DECISICN MADE: 16-NOV-1999 
510(k) SBQE%NT 

DEVICE: C.A.T.S AUIVIRANSFUSICN A-, HXBLSATS SUCTIoNLINE& 

SE DECISION MADE: Ol-FFB-1999 
510(k) SUMM?GX AVAIIBTZ FlXM FDA 

DEXCCF,: FREsENIuSATR4OANDATRl2OAURXRANSFUSIONRESEX&0IRS 
SE DECISION MADE: 29-JUN-1999 
510(k) +SUMARY Am m FDA 

DEVI~:FRFSENIUS~IF~F400LIJW~~RF3000&~ 

SE DECISICN MADE: 04-AI&-1999 
510(k) SUMMARY AVAILABLE EXXM FDA 

DEVICE:~SBux3DVOLUMEMZNIT0R 
SE DEXZISICN MADE: 03-SE%1999 
510(k) SUbMARY AVAILXU m FDA 

DEVICE:FREXXIUSCNLINE CUMANCE MNITOR WITH m ADDITION OF ACCES 

SE DECISION MADE: 3oJcILr1999 

510(k) m 
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FRIADENr(;MBH 
ATIN:cAwlL PA!nn?xN 
21911 ERIE LANE 
LAKE FOREST, Ca 92630 

510(k) No: K993095 
PHONENO: 949-462-0900 

FRlDDLE'S OFt'iWmIC APPLIAN!ES, 1510(k) No: K980689 
ATIN:FRANKEERIDDLE, JR. PKXWNO: 864-389-2328 
12306 mm f%m?A Pm ImY. 
I-KNE4 PA!IH, SC 29654 

FUJI MEDIC?& S!BIEMS U.S.A., INC. 
A!l?IN:JBFZPHAZ?-W 
419 WEST AVE. 
STAMFWD, CT 06902 

FUKUDADENSHI USA, INC. 
NINGSYSTBtwITxDoPpLER 
ATlX:DAVmJGERXHIY 
55 NcRiIHERN BLVD., SUITE 410 
GRE?n NEXX, NY 11021 

FuRI.mG INoum 

ATIN:F53IE FuRu=NG 
311 N. z3LUSSER STREET 
GRAYSLAKE,IL60030 

G&JEZXIRXCCS,INC. 
A!J!m:sAM JUNDLER 
6M%wFELI,STR%r 
-, -0, 

G&JmCS,INc. 
m:sAM JuNom 
6DoRNFEL;LSTREZT 
w-JLLcmALE, c2vrAIu0, 

G.T. V, INC. 
) ANDFLLKREX 3cwJv (FLusm 
ATIN:JCHNMSZAEWSIK 
203 IKIRTB WABASH AVENUE 
SUITE1200 
ancY&o,IL60601 

510(k) No: K991780 
c)IuGmGASPERMwzEc 
PHONENO: 312-553-0828 

G.T. -, INC. 510(k) No: K991781 

ATIN:JCX-lNMSZABLXSIK 
203 IKRlH WABASH AVENUE 
SUITE 1200 
cHIcxo,IL60601 

FFDNFIND: 312-553-0828 

510(k) No: K99l257 
PHONENO: 203-602-3677 

510(k) No: K990401 

PHONENO: 425-881-7737 

510(k) No: K991757 

PHONENO: 847-5-31 

510(k) No: K973844 
Pi-DJENO: 416 733 0528 

510(k) No: K991288 
PHCNENO: 416 733 0528 

DEVICE: FRIALIT-2 SEXXT OXKNNIS 
SE DECISICX? MADE: 09-DEiC-1999 
510(k) SWWARY Am FEiaM FDA 

06-JAN-2000 
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DEVICE:FRIDDLE:SYSTEM,FRUlDLEMFUHAWSYSIEM 
SE DECISICN MADE: 18-FE%1999 
510(k) SWNAFtY AvAILABLE FX&l FDA 

DEXCCE:FWJIWAVEZXl' ~IONcWFFocklp lBRwERSIBLEcaMpRFssIcN 
SE! DECISICN MADE: 25-JUN-1999 
510(k) SWWF&' Am FlXX FDA 

DEVICE: FUKUDADENSHI FFS4NICUF-58OOGENEBALPUF?X&EULTRXCUND SCAN 

SE DEXXSICN MADE: 15-CCl'-1999 
510(k) SUMMAFY AVAILXiW FaQM FDA 

DEVICE:bKXV-~GAUzEFoREXTERQL USE, STERILE AND NON l+G7mux 

SE DEXXSICB MADE: 12-AUG1999 
510(k) SUbW-W! Am FF0l FDA 

DEWICE:GASTRICANDREXTALCWHEXWS 
SE DEXXSICN MADE: 04-JUN-1999 
510(k) sNxxENr 

DEWICX:DISTEND~SEFUES II E!ARXlW 
SE DEXXSICN MADE: 08-JUN-1999 
510(k) tmxnwxr 

DEVICE:FLUCREX7CO -W(F’LIJS~ A), FLWREX 500-W (F’UJS~ B 

SE DECIISICN MADE: 29-X&1999 

510(k) SUIW%Y AVAILABLE FFW FDA 

DEVICE:FLXREXULTRA(FLUSILFWBI E)RIGmGAS PERMEABLECICWACTLENS 

SE DFfXSICN MADE: 29-JUN-1999 

510(k) SWWFtY AWILABLE FFUX FDA 
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GAC IIWL., INC. 
m:MARK MANNI 
185 OVAL DR. 
cxmmArJISLIP,NY 11722 

GALILMEDIcsLLlD. 510(k) No: K991272 
, EP4T4,EP5T2, EP5T3, EP5T5, EP6T5,EP7T3,EP7T5,EP8T3,AND E 
A!JTN:~MHOLSPEIN PWNENO: 202-637-5600 
555 - ST. 
w?mmmcN,MJ2ooo4 

GALILMEmcALLm. 
ATlN:JcxwmANSKAHAN 
555 cclammm ST. 
~.,DC20004 

510(k) No: I(991517 
PHCNENO: 202-637-5794 

GALLlM U.S., LLC 
A!!XN:PAULLHAwIIIDRNE 
3991 GLENSIDE DR., SUITE F 
RIcHFy=ND, VA 23229 

510(k) No: K990645 
FTKNEID: 804-261-1601 

GALLINI U.S., Lx! 
ATlN:PAULLH?WWXNE 
3991 GLENSIDE DR., SUITE F 
RI-, VA 23229 

510(k) m: K990716 
pHoNENO: 804-261-1601 

GALLINI U.S., LJX 
ATm:PAuLLHAwmxm 
3991 GLENSIDE DR., SUITE F 
RI-, VA 23229 

510(k) No: K992499 
PHCNElIW: 800-281-0908 

GALTMEDICALCORP. 
Alrm:JIM EJXNGS 
2475 MERRITT DR. 
GARLAND, TX75041 

510(k) No: K982559 
PEEGEM: 972-271-5177 

GAMEROHEAL~ 510(k) No: K980386 
MULTIFLCN 100 KITS B22 (B22,B22/B, & B22/0) 

irrm: JEFFREY RSHIDEN?W FV3ElIW: 612-8354018 
1185 OAK ST. 
IAKEXDD, 01) 80215-4498 

GAMBRoHEALm 510(k) No: K982413 
ATI'NtJlVFFGYRSHIDEMAN PEKEENO: 612-835-4018 
1185 OAK ST. 
L?J%WCD, 03 80215-4498 

DEVICE:- 
SE DECXSICN MADE: 
510(k) fiX?im 

05-APR-1999 

DEVICE: CRYO-HIT II, tX#XIS EP3T3, EP5T2, EP5T5, EP7T5, EP8T5 
SE DECISION MADE: 27-JUL-1999 
510(k) ,SUWARY Am FEMM FDA 

DEVICE: CRYWZIT,MXXi!LS EDl'IO, EPITI, EX'2T1, EP2T2, EP3T3, Ep4T2, EPT3 

SE DECISICN MADE: 12-JUL-1999 
510(k) SWW+RY AVAILABLE FFUX FDA 

DEVICFi:GALLINI~-CXWNEEDLE 
SE DECISICN MADE: 19-MAY-1999 
510(k) SXrEtmQ 

DEVICE:GALLJNIBYCUTNEEDLE! 
SE DECISION MADE: 17-MAY-1999 
510(k) SIXtWEW 

DEVICE:GALLINI BIOSYSIWECNEMAPXWASPIRATICN/BIOPSY NEEDLE 
SE DECISION MADE: 12-AUG1999 
510(k) s-mTmmr 

DEVICE:GUIDEWlXZ 
SE DECISION MADE: Ol-FEB-1999 
510(k) SUbWiRY AVAILWLE FIiQM FDA 

DEVICE: IX6PAL MULTIFLGd 100, MJLTIFICN 100 KITS A0 (AO,AO/B AND AO/O) 

SE DECISION MADE: 24-FEB-1999 
510(k) m AVAILABU FRaM FDA 

DEVICE:C0BE~ Hl, H4, H6 &H9 HFNXZALYZERS/FILTERS 
SE DECISICN MADE: 21-APR-1999 
510(k) SUMMARY AVAIUBLE Fwryl FDA 
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GT!mRoHEAL- 

~JEFFRFXRSHIDENAN 
1185 Q?iK ST. 
Llxmtxo, 00 80215-4498 

GAMBRDRENALcAREmucrs 
AlMNzWILLIAMM!tWNSEND 
1185 OAK St'. 
r.mmaB, a3 80215-4498 

GcAMERIc!A, INC. 
Al'lN:TEBRYLJORITZ 
3737 WEST 127TH ,5FIlGm 
ALSIP, IL 60803 

Gc AMEFmA, INC. 
ATIN:~LJCXUTZ 
3737 WEST l27TH t?cmmr 
ALsIP, IL 60803 

Gc AMEmcn, INC. 
ATIN:TEBRYLJCRITZ 
3737 WEST l2m l5zFEm 
ALSIP, IL 60803 

Gc AMERICA, INC. 
N'IN:TEBRYLJORITZ 
3737 WEST l27m fi?mEEr 
ALsIP, IL 60803 

GDS-m, INC. 
A!mN:KtnM c!FmmxD 
25235 LEER DR. 
ELKmRl?, IN 46514 

GEM?sQmrmMEDIcALSY~, 
A!rm:K?mN WEBB 
82COwEsTlW7ERAVFu 
MILWAUKEE, WI 53223 

GEMARQmmmMEDIc7iLSY~, 
ATlm:LAuRALpIIcxMMTs 
82OOWE!tSTTCWERAvE. 
MILWAUKEE, WI 53223 

510(k) No: K982414 

Fi-KXENO: 6.l.2-835-4018 

510(k) No: K993064 
E-JONENO: 303-231-4730 

510(k) No: K984365 
-NO: 708-5974900 

510(k) m: K984505 
PHONENO: 708-597-0900 

510(k) No: K990736 
PHONENO: 708-587-0900 

510(k) No: K991774 
F-Km No : 708-597-0900 

510(k) No: K992132 
FHCNENO: 219-264-7384 

INc510(k) NO: K990068 
FTKNENO: 414-362-3329 

INC.510(k) ND: K991014 
PHCNE NO : 414-362-2688 

DEVICE: GAMEG?0p3LyFl;ux US, 14S, 17s & 21SHEWDIAtYZEFS/HF&QFIL~ 

SE DFXXSICN MADE: 26-MXh1999 
510(k) SUMMARY AVAIUBLE FIMM FDA 

DEWICE:PRISHACFM(COIWNUWSFLUID~SYSTl%!) 
SE DFCISION MADE: 06-OCl?-1999 
510(k) .SUNQRY AVAILHGX FHBl FlDA 

DEVICX:GcUNIF%STTRAD 
SE DEXXSICN MADE: 25-FE81999 
510(k) SINB#NT 

DEiVICX:MIRA~MIXFC%D~LIQuID 
SE DECISION MADE: 04-FEEi- 
510(k) s%mmENT 

DEVICX:GCRELINE 
SE DECISICN MADE: 
510(k) SmTmEN! 

SOFT/EXTRA SOFT 
2e-MAY-1999 

DEVICE:ACWNMCMLX)IFICP3ION 
SE DECISION MADE: 09JuG1999 
510(k) STATmmT 

DEiVICEi:CHXEiSITETfi?X‘SYSTEM 
SE DECISION MADE: 20-A-1999 
510(k) ,submRY AVAITXXE FFC%i FDA 

DEVICE: SOL?Q?9500 INFoRElAT1oNMclNIm 
SE DECISICN MADE: 14-JUL-1999 
510(k) cSUWW?Y AVAILWIE Fw3kl FDA 

DEVICE:CXE8oooEXERCISETESTINGSYSTEM 
SE DECISICN MADE: 2O-WT-1999 
510(k) SWNARY AVAIBBLE FFCN FDA 
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T wm&m$xIm;C?%~I~(k) No: K991735 

A!Lh: DA& WAHLIG PHCNEND: 414-362-2090 
82OOwEsTTWdERAVJZ. 
MIMAUEE, WI 53223 

GE MNqymTE MEDICN., SYSTB%S, INC.510(k) No: Km991739 
ATm:laRIAvIm m PHONENO: 800-851-6525 
2OOHAmYs.muM7w,P~ 
SUITE 220 
ANMIPOLIS, MD 21401 

if?- 
MEDICAL .sYm, INC.510(k) No: K991786 

mLAURALMfxmis PHONENO: 414-355-3790 
82OOWESTTWERAVE. 
MILWAUKEE, WI 53223 

(;E lqq$mrm MEDIC%., SYm, INC.510(k) RR3: K991905 
ATIN: RICHARD (c2zHtwsKY PHXJENO: 203-949-8320 
61EmNFSPAFXFUXDNolMl 
wAlLmm, CT 06492-0333 

GE MARQUEIT MEDIC?& tx%cmS, INC.510(k) No: K992637 
ATlx:L?mALMoccpIIs PHONENO: 414-362-2688 
82OQWESTXWERAvE. 
m, WI 53223 

GE bmqymr~ MEDICAL sYSTE%, INc510(k) IW: K992929 
A!MYJ:DAVID WAHLIG PHONENO: 414-362-2090 
82OOWESTVNERAvE. 
t.mmxmE, WI 53223 

GE IJM$ETE MEDICAL sym, INC.510(k) No: K992948 
A!rm:M?uuA VImm EHINENO: 561-575~5OCQ 
82OOWESTlWERAvE. 
mI,mumX, WI 53223 

GEtMfmIcBLSYSTEM 510(k) No: K983139 
ATI'Nc~AKRXER FKXWNO: 414-544-3894 
3200N.GRANDVIEWFWD. 
WAUKESHA, WI 53188 

~MEDICALSYSTEN 510(k) No: K984167 
FII?TJ:LARRYAKRXXR PHONENO: 414-544-3894 
32OON.GlWWIEWEWD. 
WAlJKEsHA, WI 53188 

DEWICE:MACSERIES ELxmcmDIcGRApEEs~m~c5OOO,mcpc,MAc 

SE DIzXXSICN MADE: 19-AUG-1999 
510(k) SUMM?Rf AVAILXZX JXRX FDA 

DEVIC!E:aRNEZlUCS120 SERIES MATEmmL/FEmLEIoNIToR 
SE DECISION MADE: 19-A%1999 

510(k) SUMREtY AVAIIANX FFUB FDA 

DEVICE:MARsUNITY hcs!mmTIoNwIMHF.ARTRATEvARIABILITY (HFV) OPTIC 

SE DECISION MADE: 18-W-1999 
510(k) SUMQFtY AWILZBLE FRX FDA 

DEVICE: ~CS~~171ANO 172 FECALWNI'IDR 
SE DECISICN MADE: Ol-SEP-1999 
510(k) m Am FRN FDA 

DEVICE:MUSECMJXOVAXWLM lammaTIm SYm 
SE DFXXSION MADE: 03-NOW-1999 
510(k) SUM%W AVAILM%E = FDA 

DEXCCE:DASH3~PATIEXCMXtTDR 
SE DECISICE? MADE: 26-W-1999 
510(k) SUMWX AWILAE&E FRX FDA 

DEVICZ:MAC-LAE%SYS?XM 
SE DEXISION MADE: 29-WV-1999 
510(k) SWMARY AVAILABLE FRCM FDA 

DEWICE: SIGNA 1.5T PHXPHXUS (P) TRANSMIT/FWXTvE FLEX aOIL 
SE DFXISICN MADE: 19-FE&1999 
510(k) .%lMARY AVAILMLE FRX FDA 

DEX'ICX:SZXX7 
SE DECISION MADE: 12-JAN-1999 
510(k) Sl&N?BY A- FRN FDA 
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GBMEmc7dLSYsmN 
ATIN:MRRYAKRXER 
3000NGR?0lDVIEM!tiLVD 
WAUKESHA, WI 53188 

510(k) No: K992066 
FWNENO: 414-544-3894 

GEMEmcxSYSTEt"is,INC. 
A!erN:AiILEN r!KmlH 
P.O. Box 414 
MILWAUKEE, WI 53201 

510(k) No: K990226 
EFCNEibD: 414-647-4385 

GEMED1cALSYm,INC. 510(k) I0 K990550 
ATINtLARl?YAKWX;ER l?f-mE No : 414-544-3894 
P.O. Em 414, w-709 
I-fIu'Am, WI 53201 

GEMFDIc%LSYSTEm,INC. 510(k) No: a91629 
ExTENDmvlEwING rnIoN) VEFsIcN 1.2c 
ATm:LARFz IcFaxR F?-DENO: 414-544-3894 
P.O. Box 414 
l.mLWAUKEE, WI 53201 

GEMFQIc7iLSYSTENs,INC. 510(k) No: K991716 
A!TINzLARRYAKRXER PKNEiNO: 414-544-3894 
P.O. Box 414 
MILNIUKEE, WI 53201 

GEMEDICALLzzEMS,INC. 510(k) NO: I692135 
AlTNzLARRYAKRXER PHXENO: 414-544-3894 
P-0. Box 414, w-709 
m, WI 53201 

GEMEDIcmSYSTEm,INC. 
A!JTN:ALLEN %!?xxmH 
P.O. Box 414 
l.lILiQUKEE, WI 53201 

510(k) IW: K992208 
PHONENO: 414-647-4385 

GEMEDIcRLSYslmS,INC. 
ATlN:LARRYA= 
P.O. Box 414, w-709 
MILNiUKEE, WI 53201 

510(k) No: K992746 
PHONENO: 414-544-3894 

GEMEDICALSYsms,INc. 510(k) No: K993090 
AlTNzLARFcYAKRXER PI-EWENO: 414-544-3894 
3OC0N.GRANDVIEWELVD. 
WAUKESHA, WI 53188 

DEVICE:F%VJLWTI~TX/IDIGITXFtADICGRAPHI C!TABLESY= 
SE DECISION MADE: 30-AUG1999 
510(k) SUMMARY AWILAELE FRB FDA 

DEVICE: GEL(XIQ700DIXNWITCUL~ SYm WITH B-m 
SE DFCISION MADE: 0%FEE+1999 
510(k) SUMWRf AVAIUBLE FFXX l!DA 

DEVICX: 3.0TSIGNAVH/IMWNETIC~ SY= 
SE DFiCISICN MADE: 11-&W-1999 
510(k) SUbWiRY AVAXABLE FRX FDA 

D)W'lCfZ:GE~APPLICAfI'IcNS (CDNSISTINGOFGE mm1oNANDGE 

SE DECISION MADE: 02-AX-1999 
510(k) SUMARY AVAIUWE FFUM FDA 

DEVICE:HISpEEDNX/ICXX?iNNERSYS'Bi 
SE DECISICN MADE: 18-JUN-1999 
510(k) SUMMARY AVAIUBW FFUX FDA 

DE!VICE:SIGNAE'F0FUZ/IMl?GNETICRESXAXESYSTFH 
SE DECISION MADE: 08-%X'-1999 
510(k) SUt@WU AVAIUELE FM% EDA 

DEVICE:GE:IQ2~MDDIXNWI'ICULTRRSOUNDSY~ 
SE DECISICXV WE: =-JUIr1999 
510(k) SUbWiRY AVAIUBLE FRB FDA 

DEVICE: SIGNAHFO/IMAGNETICFUZWWCE S!ITIEM 
SE DEXZISICN MADE: 09-W-1999 
510(k) SIxIplAw AVAZAELE = EDA 

DEVICE:SlXBWITEFc 
SE DECISICN MADE: Ol-CCT-1999 
510(k) SUbWARY AVAIIMLE FR.X FDA 
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GEMED1c?+LSYm, 
ATrN:ATxEN ScliuH 
P.O. Box 414 
MlIUWEE, WI 53201 

GEMEDIcmSYsms, 
AlITN:M t?aduH 
P.O. Enx 414 
MILWAUKEE, WI 53201 

INC. 510(k) NO: K993364 
PEDIWNO: 43.4-647-4385 

INC. 510(k) No: K993365 
FKttENO: 414-647-4385 

~MEDIC?GSYcmMS,m. 510(k) W: K993645 
ATINzLARFtYAKRXXFt FKNEID: 414-544-3894 
P.O. Box 414 
MILWAUKEE, WI 53201 

GFiMEmc?%SY~,INC. 510(k) In x993665 
A!l?lNzLMFXAKRXER EJHONENO: 414-544-3894 
P.O. Box 414 
MILWAUKEE, WI 53201 

GEMfzDIc?iLSYSTms,INC. 510(k) No: x993791 
I\TTN:LMRYAKRGER PKNENO: 414-544-3894 
P-0. Jmx 414, w-709 
btm@mm, WI 53201 

GEMEDIcxSYslms,Iiw. 510(k) No: I@93792 
ATINtIARWAKWXR mN0: 414-544-3894 
P.O. mx 414, w-709 
MIIrMAm, WI 53201 

GEvlTGMFDuL~ 
AIITN: PAUL FREDRTKSEN 
P-0. Box 141 
-, 

510(k) No: K991842 
FKBENO: 011 473 3021107 

GEEwER a3. 
ATIN:DENISEiESPELWAN 
9410 ST. GUHRCNE AVE. 
cxzmmND,cH44104 

510(k) NO: K991514 
PIXNENO: 216-271-5252 

GEIW MEDIm TEcHNouxIES, INC. 510(k) No: K983852 
29 
ATIN:JCfdN EfYlTJEB PKINENO: 949-240-7584 
24040 caMIN Da AVICN, A-195 
IomRcH BEACH, CA 92629 

DEVICE:~,UXI&700WI~OZDEDEXCITFITICN~IFI~~ 
SE DECISION MADE: 05-NW-1999 
510(k) StltMWf AVAILAEW FRQM FDA 

DEVIcE:GE:IQ7COWITH HARMWIC IMAGlXGMXXFICWICH 
SE DE)cISIoN MADE: 05-NV-1999 
510(k) SUHlARY A- FEiaM FDA 

DEVICX:CT/ECfNPUWD~XANNNEBSYSTEM 
SE DECISION MADE: 21-DE&1999 
510(k) SUbNARY AWILXiLE FRX FDA 

DEVICE:~CRFFuxxlDANDRADSY~ 
SE DECISICN MADE: 12-NOW1999 
510(k) SUWMY AVAILABLF: FF0.f FDA 

DEVICE:CTPERFUSIclNOPTICX? 
SE DEXISICN MADE: 24-NW-1999 
510(k) S AVAILMU FXBl FDA 

- 

DEVICE: SMiWl'VESSELAN?GYSIS (SMAFiTVA)OpTIopJ 
SE DECISICN MADE: 24-NW-1999 
510(k) SUMWtY AVAIL&%E FiUd FDA 

DEVICE:SYSTEMFIVE/~PACWIMSTRMNRATEIMAG~ 
SE DEiCISICN MADE: ll-JUN-1999 
510(k) SUMARY Am FRB FDA 

DEVICE:GEBiUER'S CHLCRIDEFINENOZZE 
SE DECISION MADE: 16-JU.L-1999 
510(k) S AWULAETE FFXX FDA 

DEVICE:BLUEvAuTELINEiOF~ICAL EJ.amEDES, McdlEL #'S 421-4 

SE DECISION MADE: 2a-JAN-1999 
510(k) SUbNARY AWIL?BLE FMX FDA 
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G!X(;ER ~1% TE~NcUGIES, IX. 510(k) No: K992149 
ATIN:JCHN BXTJEX EXNENO: 949-240-7584 
24040 CAMTNO DEL AVIa, A-195 
t.mwcH IXXI-I, a 92629 

GEI~%RMEDI~ ?EXKT.GIES, INC. 510(k) No: K994075 
AlTN:JOHN ECXtWER 
24040 c?AMINO DEL AVICB7, A-195 
IENARCX BEACH, Cl 92629 

F?-eE’m : 949-240-7584 

510(k) No: K992037 
PHCNENO: 847-288-7ooO 

510(k) No: I@93202 
PHONENO: 201-313-7075 

510(k) No: K991611 
PHONENO: 414-647-4385 

510(k) No: K993069 
PHINENO: 414-647-4385 

510(k) No: K992107 
FTBWNO: 510-732-9623 

GENXX-DEX,MEDIcaLIMAGlXCWl'. 
m:J'EFFEYN~ 
11550 w!zsr KING ST. 
FmNmINPARK, IL60131 

GNEBALDFXICES 
ATIN: MIQIAEL SMITH 
1OOORIVERST. 
RIDGEFIEU), NJ 07657 

cGENEmL-cm. 
A!rm:ALLEN SMUH 
P.O. mx 414 
m, WI 53301 

GENERALELrB3XICa3. 
ATJN:ALT.Jm bscmH 
P.O. Box 414 
&fmmKfE, WI 53201 

cI$EmmLGLovEsooRp. 
ATIN:DAVID HU 
3423 - EWD 
SUITE 12 
I-FmaRD, CA 94545 

fxNERALsuw3IcAzI INNOvATIoNs 
ATlN:F&WLYXTFCWEU 
10460 EUEBRD. 
cilnmam, cl 95014 

GENESISDIAGNWTICSL~. 
ATIN:MI~ wATxER 
EDENRESEARCHPARK 
HEmYaAEB~ 
LI?TLEpoRT,m, 

DEWICE:GEIGEBDISPOSABLE:~I~ EXZIRBE, mEL 435 
SE DECISICU MADE: 27-DE&1999 
510(k) S AVAILAEU FRX FDA 

DEVICE:MANEX 
SE DECISICN MADE: 3O-JUL-1999 
510(k) CXmEMmC 

D?ZtCE: EIM-107 =-CHECK 
SE DECISION MADE: 17-DEC-1999 
510(k) SmIBBNT 

DEVIC.E:GELGIQ 500 
SE DECISION MADE: O%JUN-1999 
510(k) SUWA??Y AVAILABL FFCM FDA 

DEWIC!E:~DI?!SONI~CZG!EWWANDWIEWAY~ 
SE DEXXSICH MADE: 22-CZJ?-1999 
510(k) SUWAFtY AVAIUBIE FRZM FDA. 

DEVICE:E!ALDUREBANDVINYL~Ei?ED EXAMINATIONS 
SE DEICISICN MADE: 23-AUG-1999 

510(k) SUbNARY AVAILAWE FFCN FDA 

510(k) No: K983318 
PKNENO: 408-863-2500 

DEVICX:FIXATICNSYSIEM 
SE DM=ISICN MADE: Ol-MAR-1999 
510(k) SUMAFX AVAIUBLE = FDA 

510(k) No: Km973910 DENIcE:GLIADINAMl'IBcDIFSELISA 
FEONEIKI: 013 538 62220 SE DECISICN MADE: 17--1999 

DEVICB:GEZGER ~IcALHANDpIEclE~,McDEL405 
SE DECISION MADE: 19-AUG-1999 
510(k) SUNMARY AVAILABLE = EDA 

510(k) z?mmmW 
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GEmmcTEsTINGINSTIm 
ATINzMIcHAFL MXH?BDAM 
150NoIMIPATRIcKEiLvD. 
F$lxKXFIEU), WI 53045-5837 

GmIo=N, w 
AlIm:GAR!I!w- 
573 - WAY 
ORLANDO, FJa 32808 

GENIm, Lc 
A!rm:GARY HAEEmmD 
573 m WAY 
ol?mNDO, FL 32808 

GmMED, INC. 
I:- I-HER 
914WESTPATApsooAVE. 
EALTI?CRE, MD 21230-3432 

A!ITN:MARKLITZRXF 
1667 K ST. N.W., SUITE 700 
iwmxmm,Dc2ooO6-1608 

GENYxMEDIcaLINc. 
ATI'N:JUDYFGQFX%J 
36ARXPRUT, SUITE 100 
~1%) wmo, Ca 92656-1467 

510(k) ND: K983379 
FWNENO: 414-792-3903 

510(k) No: K982472 
PHONENO: 407-273-7619 

510(k) ND: K991382 
EBONENO: 407-273-7619 

510(k) ND: K990638 
PHCNENO: 410-354-3300 

510(k) No: K990440 
EJkKNEIW: 202-776-7800 

510(k) No: K990996 
PiENENo: 949-454-4177 

GENZYME ox?. 510(k) No: Km992766 
EmLcALI~,~zyMELDL~~L~sET 
ATIN: E!mBARA PIZZA E3ENENO: 617-252-7953 
CNEIcmlDALL~ 
cnaxuxx, MA 02139-1562 

GENzYMEm. 
ATIN: Ei?mEmA PIZZA 
CmKENDALL~ 
c&&mmsE, MA 02139-1562 

510(k) No: x993132 
EJHOFENO: 617-252-7953 

GENZY?@DIAGNOSTICS 510(k) I0 K983399 
m: BARBARA PIZZA FFCNBNO: 617-252-7953 
cNEImKmLsQIR1RF: 
csmmcx, MA 02139-1562 

DEVICE: GTI-PF4 ELISA 
SE DECISICN MADE: 09-MAFb1999 
510(k) sTB%mmm 

DEVIC43:CXNIccNTFWAR 
SE DECISION MADE: 04-m1999 
510(k) SUNMAFZ AVAILABLE FRX FDA 

DEVICE:SHIEXDELBX0X/~ SYm, zmD% 101-005-101 
SE: DECISION MADE: 15-.X&-1999 
510(k) S&MARY AVAILAEU FFCH FDA 

DEVICE: ANELROIDS~~ 
SE DECISICN MADE: 07-CXX-1999 
510(k) SmTEMmr 

DJWICE:GEXWJZLHYD~S~~,~~I~~~ 
SE DECISICN MADE: 12-A-1999 
510(k) SulvplARy AVAILABLE FFCBl FDA 

DEVICE:GEXXME!DICAL~IONNEEDLE 
SE DECISION MADE: 18-JUN-1999 
510(k) SUM?iRY AVAIMECE FRX EDA 

SE DECISICN MADE: l&ocT-1999 
510(k) SUMt%RY AVAZABLE FFCM FDA 

DEMCE:GEXZXMf3DlRECl'AMYLR3 VERIFW 
SE DECISION MADE: O&CCC-l999 
510(k) SUM43RY AVAIIHKE ER3i FDA 

DEVICE:GIARDIA/UVF'T0S FcxamlM~RApIDAssAY 
SE DECISICXJ MADE: ll-JAN-1999 
510(k) SUMMARY AVAILMLE FFCM FDA 
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GENmMESuRGIcALm~scoRp. 
ATnJ:RurH - 
49 !?IArN t3TREEr 
I@JRlH -, MA 02760 

510(k) I0 K990062 
PHCNENO: 508-643-0434 

GEwxME~ICALPRoD~sm. 
ATINzMARYEGRAY 
6ooAIlRRxam 
FAJiL RIVER, MA 02720-4740 

510(k) ND: K991191 
FT-IONENO: 508-677-6512 

GENzYMEiScllaxCALpR3Du(;TcoRP. 
ATm:MAR!fMav?Man UJLLawE 
49 PLAIN SREET 
r@CRlW -, MA 02760 

510(k) No: K991416 
ETXNENO: 508-643-0460 

GENm.txJFG1CALPRCDuCrsm. 510(k) ND: K992088 

A!t'IN:M&RYEGR?Z 
600 AIRmm RD. 
mu FUVER, MA 02722-2980 

-cs, JNC. 
ATIWGERALDARCST 
4650-143 DULIN IMAD 
Fi%mRX& Ca 92028 

GEREENICS, INC. 
ATIN:GEXWDAF0X' 
4650-143 DULIN IMAD 
FAuBmx, CA 92028 

GEEMARE-, INC. 
A!rm: l4ARTIN O'czlaNoR 
4203 GARDENDALE (2EPEER, #230 
SAN rwra%to, TX 78229 

~~/cAsI!LE, INC. 
ATIN:FZIERLK(3sTE 
7371 SPARIm EWD. EAST 
m m, SC 29418-8444 

GIL- PUTS, INC. 
ATI'N:WIUIBMJGILIAM 
P.0. EDX 728 
MILFORD, PA 18337 

PEDNENO: 508-677-6512 

510(k) No: Kg83449 
PHONENO: 760-731-9003 

510(k) I0 K991411 
FTDNENO: 760-731-9003 

510(k) No: K991369 
PHXENO: 210-692-4192 

510(k) NO: K993242 
ET33lEiNO: 803-552-8652 

510(k) NO: K983624 
FT-CNENO: 717-686-4184 

DEVICE: SAJXLIFT 
SEDECISICNI?ADE: 3O-M7%-1999 
510(k) SUMMU! AVAILABLE: FIMM FZIA 

DEVICE: BoNDEKFOL,YGLYCX)LICACID SYNTHETICABSORBABLE SuRGICALSuTuRE 
SE DECISION MADE: 22-JUN-1999 
510(k) SUMMARY AVAILABLE FF0d FDA 

DEVICE:ENDoso3PICCZ-WBA 
SE DECISION MADE: 2O-JUL-1999 
510(k) SUMM?W AVAILXiW FFXM FDA 

DEVICZ:~EKpLuSpOLYGLY~ICACIDSYNT%MCABsoRBABLE SURGICALSU 

SF, DECISION MADE: 03-SEW1999 
510(k) SUMMARY AVAIiX%E FF0f FDA 

DEVICE:GERFjBIcS ULTRA-PIEZORESPIRAXXX EF'FDFV SENSOR 
SE DECISION MADE: 08-FEE&1999 
510(k) ,SUWARY AVAIWBLE FF0.l FDA 

DJNCCE:GERBXICZULX!RA-PIEZ0RESPIRAT0RY EFFmTsENsoR 
SE DEcISIca\T MADE: 28-APR-1999 
510(k) !TmTMWT 

DFXICE:AC0JDIPIXXEPREWANX AND/oRA.mTICKFT?Emmm 
SE DECISION MADE: X)-MAY-1999 
510(k) SLMNRY AVMLAEZE FTUB FDA 

DEVJXZ:C?iSTLESUFUXC7&LIGHI',MXXL3~ 
SE DECISION MADE: 08-W-1999 
510(k) SUbNARY AWULABLE FwrvI FDA 

DEVIC!Ei:GIL'IWHPLUSCUWWXNGTuBEsEf 
SE DECISION MADE: 18-MAR-1999 
510(k) ,s%XBmm 
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GILTECH PLUS, INC. 
ATIN:WII.LIANJGILIAM 
P.O. E0X 728 
MZLFWID, PA 18337 

510(k) No: K992005 
!?HCNENo: 717-686-4184 

GILTWI PLUS, INC. 
ATIN:WlLLIAMJGILIAM 
P.O. EOX 728 
MILFORD, PA 18337 

510(k) ND: K992094 
PHCNENO: 57&686--4x34 

GLmAL I-IFALW, INC. 
A!rm:AL?M AtIMED 
130 BRAMLEY RD. 
ATLANrA, GA 30350 

510(k) No: K990567 
FWNENO: 770-522-7520 

GbLOVCD (M) SDN. BHD. 510(k) No: K991043 
ATTN:'IRNm HCCK PHCNENO: 603 391 3888 
ixr76O,JAmNuAJIsIR?rr/ 
0FFJALANMERJ 
KLAE, SELANOOR D-E., 

GLDIO3 (M) SDN. BHD. 510(k) No: x991554 
ENrLABELlx~(5oMI~mLFss) 
ATIN:!AN FENGmxx FT-KBIEW: 603 391 3888 
Lar76O,JAL?umsmiT, 
oFFJALANhlEFuJ 
IWIPE, s!TSAES D.E., 

(ZLCWCO (M) SDN. BHD. 510(k) m: K993752 
plxYrEINIABELmcLAlM(5omcRcGRAMsmLEss) 
ATm:TANFErc I-KCK PI-KXENO: 603 391 13888 
mr76o,JALANHwIsIFw, 
oFFJAL?NMERu 
KLANG, SELANGOR D.E., 

GIDVESEALSDN~ 510(k) No: K983570 
A'ITbI:WNAYRZN RAMALING?iM PHBENO: 603 651 3773 
11-2 JAT..AN SRI HAFtTms 7 
m-, 

V INDUSTRIES SDN. BHD. 510(k) No: K993l.27 

DEVICE:GIL~F'LUSTRANSPAREWTDFtESSING 
SE DECISICN MADE: 03-SEP-1999 
510(k) W 

DEVICE:GILTECZF!T-USHYDFiCXZLSKINDRESSING 
SE DECISICN MADE: 17-SEP-1999 
510(k) STATEMENT 

DEVICE:GLC@ALHE&THC%FtESELF-SEZ-%INGSIEFULvIZATIONFWCH 
SE DECISION MADE: 05-APF&1999 
510(k) .smTmmT 

DEVICE:LATEX EXAMINATICXV GLcms mERED, L&J PRorEIN 
SE DEICISICN MADE: 04-MAY-1999 

510(k) m 

DEVICE:GLOVCQ R%DEF+FREEi= EX?wIwMmGLmEswImPmINm 

SE DEcISIa WE: 09-JUJ.r1999 

510(k) sTATmEW 

DEVICE:GWVCQRWDEFt-FREE ~m~IcN(;LcwEswIm 

SF, DECISION MADE: 03-DEC-1999 

510(k) ,SmTWEm 

DEVICE:~SE?&D'PROLATEX EX?mNATIcNGmvE 
SE DECISICN MADE: 14-JAN-1999 
510(k) STATmWT 

DEVICE!:MULTI-CHlQRTMTRILE EXAMINATIcNGTmOVES, (FWDEftFftEE) 
A!lTN:BIENLC#Z NIEN FT-KNENO: 603 816 7567,'756BSE DECISICN MADE: OZ-DEC-1999 
LCYT P.T. 153, KAWhSAN 
PEFtUSAHAAN -,= 510(k) m 
BERWVE, SEL?QWX, D.E., 
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GoIDENVIs1m, lx. 
ATTN:ANDRESRQJIRfJZ 
7436 S.W. llT?H AVE.,SUITE 103 
MIAMI, FL 33183-3816 

GmCEMEmCAL,INC. 
-ANCHONYDPRFSWIT 
7731 HIGImAY 70, SUITE 107 
I!nfmxm, TN 38133 

cmDIpoREL'ID. 
ATINzRHoNDAPILGRIM 
LMT16RIVmSIDEcmXmATEPARK 
35-105 DEXHI XX) 
I'DKCH RYDE, 

GREWGLOVESDNBHD 
ATIN: K-M. LEE 
24, JAIAN BXHARDUA 
KAPAR, .53WNXX D-E., 

510(k) m: K981432 
EFICCENO: 305-270-0877 

510(k) No: x991394 
FTDNENO: 901-386-0990 

510(k) No: K992456 
FBONE NO : 800 762 2620 

510(k) No: K993386 
FWNENO: 603 350 0646 

GumT ti&DKms DIACXX%UC rxmAmlO(k) No: K991156 
ATIN: .5iTmmN B?iFRtE !?iDlE No : 800-522-4762 
63 ZILLIoabST. 
lx3mALE, NC 28801-1074 

GRimRIvER, INC. 510(k) No: K990545 
A!rrN:cl.z3xm CmATJ PHONENO: 954-733-4300 
5101 N.W. 21ST AVE., SUITE 141 
Ft.2RrLAuDERDALFl, FL 33309 

GREmRIvER, lNc. 510(k) No: K990546 
A!?cm:~ cnva FTGENO: 954-733-4300 
5101 N.W. 2lST AVE., SUITE 141 
FORT IAuDrn~, EL 33309 

WIELD MEDIC?% 'n!ccHmmIES, 1510(k) No: K990079 
A'ITNzDCBIHBRGQRSUCH PECHEIKI: 508-393-7907 
4ovzALExcINEIMbD 
m, MA 01532 

GFxINERMmImq INC. 510(k) No: K991843 
AlTN:mJG HARRLS PHONENO: 410-836-8228 
260 GATEWX DR., SUITE 17A 
BEL AIR, MD 21014 

DEX'ICJ%G'QLJBAN~~ 
SE DECISION MADE: 12-J?+&1999 
510(k) ,s'mmmw 

DEX'ICE:sTApEs~ 
SE DECISION MADE: 18-M?U-1999 
510(k) SlXBHmT 

DEXiXE:GRXXLEIDENVTEST 
SE DECISION MADE: 21-DEC-1999 

510(k) SUMMARY AVAIUBlX = FDA 

DmC'E:LATEX EBzGmATImm~GLLxlEs 
SE DECISION MADE: 20-DE1999 
510(k) STAw 

DEtVICX:GREXSHXIESINlESl'INALpERMABILITYTESTSYsTEM 
SE DECISION MADE: 28-MAY-1999 
510(k) tm@GnY Am m FDA 

- 

DEfVICE:JElXXtC2000 
SE DEQISICN MADE: ll-At%1999 
510(k) SUtQG@Y Am FROM FDA 

DEXtCE:D~C2ooO 
SE DJXXSICB! MADE: 05-NOV-1999 
510(k) SUQGRY AvAlLABLE FlMM FDA 

DEVICX:FASTBALCHEXl'b0JNDDRESSING 
SE DMIISI(Xl MADE: 23-DEC-1999 
510(k) STATmmm 

DEvI~:c;REINER~oD~LITHIuMHEpARIN~BLLx)D(JDLLMJIcNTLTBE 
SE DECISICBJ MADE: 25-JUN-1999 
510(k) SUNfQRY AVAILX?U FFXX FDA 



SUBMITTERADD~LISTINGFDR~RH~~Y~ (SW 510(K) - OR 510(K) STATEMENTS 
ED? FINAL DEcISIC$JS FZNDERED DUFUK m PEKCCD OldAN- TWCHGH 31-DEC-1999 

06-JAN-2axJ 
Page 150 

GREINERMmITEm,INc. 510(k) No: K992145 DEVICE:ECCMEDSC%LPVEINSET 
ATIN:KUGLASLHARRIS PHONENO: 410-836-8228 SE DEK!ISICN MADE: 14-0ZC-1999 
260 GAYRWAY DR., StJIm 17A 510(k) SUMWRY AVAlUE&E l?FCM FDA 
BEL AIR, MD 21014 

GREmERMEmmc.x,IIG 510(k) No: K992244 
A!rrN:Ixxx I-lARRIs PBONENO: 410-836-8228 
26OGATEMAY DRIVE, SUITE17A 
EEL AIR, MD 21014 

GROUPELEPINE 
AkTlN:mwm 
962 Scxrm !tYNDMI TRAIL 
SUITE 203 
sARAso?IA, !?L 34326 

510(k) IKJ: K991964 
F23CNENO: 941-366-1882 

GUIDAM axP. 510(k) NO: K983075 
28, 1002949-38 
A!rTt?: SANDRA SUNDELL PHCNENO: 408-235-4278 
3200 LAKESIDE DR. 
P-0. EOX 58167 
sAI?rA CLARA, Ca 95054-2807 

GUIDAM OXP. 510(k) No: K983346 
- 0.032 ANGLED, SOFT 0.035 STRAIW, SOF 

Av!zzY% AND- PHONE No : 408-235-3995 
3200 LAKESIDE DR. 
sANJ!A CIARA, CA 95054 

GUIDAM o.xP. 
AT-IN: MAEARET ANDFXECN 
3200 LAKESIDE DR. 
SANrA ct.?mA, a 95054 

GlJIDANr CDRP. 
HYD~HYDRo~IC(XIATING. 

ATIN:-ANOERSCN 
3200 LAKESIDE DR. 
P.O. E0X 58167 
fsN?IR CLARA, CA 95054-2807 

GulDm OXP. 
AlTN:KOBBY DANKSdAH 
3200 UWESIDE DR. 
P.0. EDX 58167 
SAMA a~%, ca 95052-8167 

DEVICE: SZWDARD 0.025 STRAIGHT, - 0.025 -, s.'lmiDARD 0.032 

SE DECISICN MADE: 23-M?G+1999 
510(k) SUMWRY AVAILABLF, FKM FDA 

510(k) No: K984394 
PI-KHENO: 408-235-3995 

510(k) ND: K990639 

PHONENO: 408-235-4032 

D~~:AcSKT-~~~GLmlEwIRE~~~~~E~ 
SE DEXZISKN MADE: o&MAR-l999 
510(k) SUMARY AVAILABLE FFCM FDA 

DEVICE: ACSHI-'iOFQJEC!K&S ITlOOXT, 200XTAND 300XTGUIDEWIRESWITH 

SE DECISICN MADE: 25-M7UG1999 

510(k) SUbNARY AVAILABU m FDA 

510(k) No: K991032 DEVICE: GUIDAI'UMEGALINKBILIARY STEW,WDELFGloO2949-58 
PHONENO: 408-235-4174 SE DECISION MADE: 30-APR-1999 

DEVICE:GREZIWRMINIWLLECC az%uL?moNBLo03LLMJT1oNm 
SE DECISION MADE: 26-JULr1999 
510(k) SUMARY AVAIUBLE FRCM FDA 

DlWICE:EISTHREADEDSC!REWFRACItJREFIXATICi'J 
SE DECISION MADE: 20-DEC-1999 

510(k) STATWIWC 

DEVICE: GUIDAIQ MEGALINK BILIARY m, MMlEL #'S 1002949-18, 1002949- 

SE DECISION MADE: 03-MAR-1999 

510(k) SUGARY AVAILWLE F&KM FDA 
- 

510(k) SUbNARY AVAILABLE: FKM FDA 
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DEVICX:copILMT~E!ACKCXXJTHX VALVE, mm 1003331 
SE DECISION MADE: 09-JUG1999 
510(k) !iZMGRY AVAILABLE: FFXX FDA 

mTN:srAcEY sm 
26531 YNEZ RD. 
TEMEaIA, CR 92591 

PerE'No : 909-914-4527 

GUIDAM cwzp. 
AlMN:m AND- 
3200 LAKESIDE DR. 
P.O. Box 58167 
,cZANIn aM?A, CA 95054-2807 

510(k) m: Km991152 
PH@ENo: 408-235-3995 

GulDANr ox??. 
b‘5nmrsYm 

ATIN: SANDRA i!mwxLL 
32oOmKESCDEDRIVE 
P.O. IXX 58167 
SANTA aMA, Cl 95052-8167 

510(k) No: K992319 

PHONENO: 408-845-4278 

GuIDANr am?. 
ATrN:sBERYL msKI 
41oOHAMLINEAVJZ., I%Xl!H 
ST. PAUL, MN 55112-5798 

510(k) No: K992863 
PXNENO: 651-582-5110 

GulDANTo3Rp. 510(k) I\K>: K993588 
005126-13, 1005128-13, 1005130-13, 1005132-13, 1005134-13, 
ATIN:sANrA SUNDU PHONENO: 408-845-4278 
3200 LAKESIDE DR. 
P.O. B3x 58167 
,%mA CLARA, ca 95054-2807 

GULL-, INC. 
zi!lTN:FREDww 
1011 MURRAY fsxJ.mAY RD. 
SALT LAKE CITY, UT 84117 

510(k) No: x983541 
PIENENO: 801-263-3524 

GuMRIE MEDICARE ETUIUXS (NS) SDN510(k) No: K990228 
ATTN:SUSAND Gc)LDSEIN-FALK PHONENO: 203-431-1511 
55NoKmERNBLvD.,SuITE200 
GRFm NECK, NY 11021 

GYNEaRE, INC. 
AIITN: SUSANMALOW 
235 a=NsTITUl?IcN DR. 
MENLOPARK, CA94025 

510(k) No: K982738 
FFKBP3hO: 415-614-2500 

GmExaxFJ. 510(k) No: K982739 
ATIN:DAVIDWSCHLERF FJHmE No : 925-356-2640 
2cOGREmRYLANE, SUITEC-loo 
PLEASANT HIIJ;, ca 94523-3389 

DEVICE: HI-TC@$E EQXAXCETREKGXUIEWIRE 
SE DECISION MADE: 29-APR-1999 

510(k) SUbMARY AVAILXZZ FI0d FDA 

DEVICE: LEAD STYlXC,mEI.S 6505,6506,6507,6508 
SE DFCISION MADE: 12-M-1999 
510(k) SUMtGRY AVAILABLE: FF0f FDA 

D~~:~IFIcaTIcN~~Iu(HERcuLIMc14BILIAwsIwTsYsIIEM,~~1 

SE DFCISICN MADE: 17-NOV-1999 

510(k) SUMMARY AVAIUBLE = FDA 

DEVICE:HSV1+2 IGGELISATEST 
SE DECISICN MADE: 26-FEB-1999 
510(k) SUMMhRY AVAILABLE m FDA 

DEVICE:GUTHRIEPFUMEipcIwDER-FREE 
SE DECISION MADE: 19-FEB-1999 
510(k) w 

DEVICE:vERsAFoINT~SYSIEM(SCUBA) 
SE DEXXSICN MADE: 01-M&R-1999 
510(k) St&MARY AVAILHXE M FDA 

DEVICE:GYNEX~ES 
SE DECISION MADE: 12-MAR-1999 
510(k) SUMMARY AVAUXBLE FRtX FDA 
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GYRUsMEmcaLLm. 
ATIN:DAVID KAY 
ST. -Is 
CWDIFF, 

GYRUSMEmaLLTD. 
ATm:DAvID KAY 
ST. MEZENS 
CZiRDIFF, 

GYRusMEDIc%Ll-D. 
ATIN:DAVID KAY 
EORTRANRD., ST. MEIJavs 
CARDIFl?, 

cxRusMFmc7%Lm. 
ATIN:DAVlD KAY 
lQFm?AN RD., ST. MELITXNS 

510(k) No: K982771 
PHCNENO: 

DEVICE:GYRUSHY~PICRFSECTOSCOPE 
SE DECISION MADE: 21-JAN-1999 
510(k) SUNNARY Am FfMM FDA 

510(k) No: K990628 DEVICE:GYFUS EfmaJmm SYSTEM 
PI-CNENO: 440 122 2300100 SE DECISION MADE: 29-JUN-1999 

510(k) SUMWiRY AVAIIMLE FFUX FDA 

510(k) NO: K993749 DEVICE:GYRUSHY~PIC~F'E 
PHONENO: 440 122 2300100 SE DECISICN MADE: 03-DE&1999 

510(k) SUWARY AVAIL%IE FRCH FDA 

510(k) No: K994166 DEVICE: GYRUS ~SYSTEWAXIFOL?iRREsXIWm~EXECtWDE 
FWNENO: 440 122 23ooO100 SE DECISION MADE: 27-D-1999 

510(k) SUWARY AVAILWLE FFQ! FDA 

rsiExmrICsW. 510(k) No: K993581 
S~H7GHXITFi2FAMILYOFAUIOLCGOUSBzMx)RE0cNER 
ATIN:ALICIARLO~Z FXNFINO: 781-356-9253 
400 Fxxx3 RD. 
P.O. Box 9114 
BRAINIIREE, MA 02184 

lammNAMEDI~M=ypT 
AlIr.lw:sAMEH +IcR?aM 
26, MAKRAM EBEID ST. 
IasRCITY, CaIm, 

510(k) No: K982340 
FTmE m : 002 022 750513 

H?wLmMEDIcz&,INC. 
ATIN: J. DAVID WOME'XN 
505 EDISON WM 
Fmw, NV 89502 

510(k) No: x982910 
PHXENO: 8-26-6331 

HAMILTcNMmIaL,INC. 
ATTN:TIMYlMYYC07ART 
3371 LEmoRA CXURCH RD. 
SNELLVILLE, GA 30039 

510(k) No: K990293 
PHONE No : 770-985-1498 

HAMILm?HoRNERFsEAR(T-I 510(k) No: K990184 
ATIW:DIARMMD IxmGL?G-BAMILm F73mE No : 978-921-2050 
1OOaJM!mwS~ 
SUITE 102-C 
E!2mERLY, MA 01915 

DEXICE?: HAEMXBTICS LN 193 DISFQSAEfX SEr,FmuSEwITHlHEHAmmET1c 

SE DECISION MADE: l&MN-1999 

510(k) SUMWW AVAILABL FFXX FDA 

DEVICE:~F%.CCDClXUJIT 
SE DECISION MADE: 3Q-APR-1999 
510(k) sitMm@m 

DEVICX:HAMIL!l-CN~IC4LGATe,lIBXENTl.IAtRX 
SE DECISION MADE: 14-.%X&1999 
510(k) SmTEMmC 

DEVICE:AL?iDDINIIMXtXXNG OXYGEN/AIR l"KxwmR 
SE DECISION MADE: %--MAR-1999 
510(k) Sxxmmm 

DEVIG%AIlTaMARQER 
SE DEXXSICN MADE: 19+AR-1999 

510(k) SUMlARY AVAlI&XE FEMM FDA 
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H?iNDBICMEWANICSLAB,INC. 
EL Cm-147 
ATTN:TIrlmmY zta7ALLINGs 
77 SCRIPPS DR., SUITE 104 
SAm, CTI. 95825 

HANDBICMWBANICSLAB,INC. 
ATTNzJWNMXEE 
77 SCRIPPS DR., SUITE 104 
SA-, CA 95825 

-pR[x)ucTsm. 
ATIN:GERRY GLAZER 
55 ADMINISTRATI~ RD., UNIT 12 
-, -0, 

I3xmmmR FJIKx3ucrs INC. 
A!riw:GERRY PERSCN 
55 ADMINISTRATION RD., UNIT 12 
-, -0, 

510(k) No: Kg84442 

FECNENO: 9X-923-5073 

510(k) No: K992970 
PHONENO: 9X-920-0484 

510(k) No: K990925 
FTDIJZNO: 905 660 8700 

510(k) No: K991047 
F%D4EN3: 905 660 8700 

HARDYDIAGNOSTICS 510(k) No: K993812 
~KIT,~~Ei96K,~~S~WT,~~fi99K 
A??lIU:MELJSSAMtCWWR Pl-ENE NO : 805-346-2766 
1430 WEST McmY LANE 
SANTA MARIA, CA 93455 

HARDYDIXNOSTICS 510(k) No: K993993 
ATJN:MELISSAMTPAYUX,RAC E'ENE ND : 805-346-2766 
1430 WEST t"%xoY LANE 
SANlcA MARIA, ca 93455 

HARDYDIXIWXTICS 
AlTN:MEUSSAMTR?QL0R 
1430 WEST MmY LANE 
SANTA MARIA, CA 93455 

510(k) No: K993994 
FJI-DNENO: 805-346-2766 

HARLEY%sTRE%x~~LTD. 510(k) No: K982384 
ATIN:BRucE WEBSTER PIXNENO: 250 744 1822 
771 VANNMAN AVE. 
VI-, 

HARRYJ. EQWXIXCO. 510(k) No: K981862 
ATIN:MILDREDMGOIDSTEIN FJHXENO: 847-679-3400 
7227 N0RtT-I HAMLIN AVE. 
sKoI(IE,IL60076 

DEVICE:AGEE-WRISTJACKFRACl'UREREACI'I~SYSTEM(STERUX VmsICN), MM 

SE DECISION MADE: 12-FEB-1999 
510(k) SUMbNRY AVAILABLE FRaM FDA 

DEVICE: DIGIT WIDGE?? 
SE DECISICN MADE: O&-NOW1999 
510(k) SUbNARY AWILABLE Fw3kl FDA 

DEVI~:MAT.ENATURAL RUBBERLATEXOXIXM (WI'IXLUBRICATICN) 
SE DFX!ISICN MADE: 17-JUN-1999 
510(k) ZXWmENT 

DEVICE:HAFWWERCXXfXNS M?mL%xrEx~, (WITH SPEXWICIDE) 
SE DECISION MADE: 18-JUN-1999 
510(k) sXmdWl? 

DEvI~:cvM~S~,~~R96,~~S~,~~R99,~TRANS 

SE DEZISICN MADE: 21-DEC-1999 
510(k) SmmMEmT 

DEVICE:I%RDYDISKAMIKACIN3Ot#X 
SE DECISICN MADE: 27-DEc1999 
510(k) fZ'AmWW 

DEVICF,:HARDYDISKAZIWRfXYCIN15M(I: 
SE DECISION MADE: 21-DEC-1999 
510(k) SlZQm@m 

DEVICE:MERCNOR 
SE DFCISICN MADE: 27-JAN-1999 
510(k) SUbNARY AWILABLE FEMM FDA 

DEVICE:RESIN4 
SE DECISICN MADE: 09-FE&1999 
510(k) sTATmEW 
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HARRYJ. BosFlDfMIcD. 

o&JAN-2Oal 
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510(k) W: K990699 
pH3NE m : 847-679-3400 

DEVICE: WaITl'ER 
SE DECISICX MADE: 17-MAY-1999 
510(k) .TmnWWT 

~MILDREDMGOLDSTEIN 
7227 tDFU33 I-FAMLIN AVE. 
SKOKIE,IL60076 

HARRYJ. -CD. 
A!I'IN:MILDREDMC0fWI'EIN 
7227 iXRE-3 BAMLIN AVE. 
.WXIE,IL60076 

HARWJ. EfXWZIHo3. 
ATINzMWXUZDMQOLDSIIIEIN 
7227 N0RD-l HTWaIN AVE. 
SKOKIE,IL60076 

HAFUTCJ. EWWKl?H CX). 
ATI’N:MlID~M~M 
7227 NDFU'H BAMLIN AVE. 
smKIE,IL60076 

H?GBYJ. EOSWXIXCO. 
Xt'IN:MIUZEDMGOLDSTJXN 
7227 fKRTH H?MLIN AVE. 
sKMuE,IL60076 

HARPY J. - 00. 
~MILDF@DMGCXDSBIN 
7227 IKRIR I-IAMLIN AVE. 
SKOKIE,IL60076 

BARRY J. EXGhCWXo3. 
ATJXzMILDFCiDJ~ 
7227 I'JXEI I-QMLIN AVE. 
sKc)KIE,IL60076 

HARRYJ. ECtXXTHo3. 
A!IT!NzMIIDREDMGCXDSTEIN 
7227 IKRIH H?!MLIN AVE. 
SmKIE,IL60076 

I-rGDUM SDN BEID 
ATIN:KuANKAM I-EN 
9JAIANKuANGBuLANTmAN 
KEFC?GINDUSTRJXlFSTWE 
=-uIMpuR, 

510(k) I'0 K991m 
F+KBlENo: 847-679-3400 

510(k) No: K991489 
PBONENO: 847-679-3400 

510(k) No: K991490 
J?JZKXENO: 847-679-3400 

510(k) p;y3: K991491 
E?DNEND: 847-679-3400 

510(k) No: K991492 
PHONENO: 847-679-3400 

510(k) No: K991631 
PHCNENO: 847-679-3400 

510(k) No: K993716 
PHONENO: 847-679-3403 

510(k) I0 K990283 
PI-DIE NO : 036 342 177 

DEVICE:SELFClJREccklFosITE 
SE DECISION MADE: 21-.JUN-1999 
510(k) ,smTmmF 

DEVICE:ATGINATEIMPRESSIONM?WXWL I(FAST& -=V 
SE DECISION MADE: 15-1999 
510(k) STATmEm 

DEVIC.X:ATXUW!EIMPREXiIONM?STXWL II(F7sT& -=I? 
SE DECISION MADE: 15-JULv1999 
510(k) txWB!Wr 

DEWICE:F'LCCXXWSITE 
SE DECISION MADE: 21-JUN-1999 
510(k) ,mxnmxC 

- 

DEVICJZ:LCcaMpoGITE 
SE DECISICN MADE: 02-DE&1999 
510(k) ,smmmrr 

DEWICE:FZGTRAYIC 
SE DECISICBT M&DE: 26-JUIr1999 
510(k) SmTEMmT 

DEVICE: PAGEL35%INEiUlEANDPAGELlO% INGREENOREWE 
B DECISI(3N FADE: 21-DBZ-1999 
510(k) !nATBma 

DEVICEi:BUlEBX'XCR-FREZNITRILE! EcQQmwTIoN~ 
SE DEcISI@i MADE: 09-MAR-1999 

510(k) sZxm@WT 
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- SDN BHD 510(k) No: K991616 
cnrrnvrIABEL~ccAIM(5om-oR~) 
Arrm:KuANKAMHcN EBCNENO: -036 342 177 
9JALRNKuAPGBuLANTT4MAN 
KEPONG INDUSTIUAL ESTATE 
m-r 

- SDN ERID 510(k) No: K993722 
TEINCSXCEWTIAB;ELING~OF5OMI~ORLESS. 
ATm:KuANK?Q4 I-m PfiCBlE NO : 03 634 2177 
9JLNKANAN,mGARDm 
INDUSTR ESTATE 
KUALA LUMFUR, 52100, 

- SDN BHD 510(k) No: K993725 
OTEIN-LABELING CTAIMOF50MICFGFW!SORLEiSS 
ATIN:JuANKAM i-m PBONENO: 03 634 2177 
9JLNKANAN,KEFaGGARDEN 
INDum ESTATE 
KUALA LUMPUR, 52100, 

HARVEST -IFIs, LTL 
m:RIm - 
77 Aco3RD PARK DR., D-7 
bcsmLL,MAo2061 

BARvEsrmlEs, LLC 
m:RIcK LARIVIERE 
77 ACIXRD PARK DR., D-7 
NxwEr&, MA 02061 

H?swILLMEDIcAL(pTy)LTD. 
ATI'N: E.J. SMITH 
P 0 Box 4341 
mm, MD 21114 

H?mmLMmIcAL(Fm)Lm. 
ATI'N: E.J. SMI'IM 
P 0 mx 4341 
cmm, MD 21114 

HAmILLMmIcAL(mY)Lm. 
A'ITN: E.J. SMITH 
P 0 mx 4341 
mm, MD 21114 

510(k) No: K983022 
PHCHENO: 781-982-1900 

510(k) No: I(991430 
PHONE No : 781-982-1900 

510(k) NO: K983202 
PWNENO: 410-451-0639 

510(k) No: K983204 
pHcG\IE No : 410-451-0639 

510(k) No: K992618 
F7DWM: 410451-0639 

DEiVICZ:Bmm-=LF3cM ExAMINATIcN~wImpfMTEINc 

SE! DECISION MADE: 14-JULz-1999 

510(k) STWBfENC 

DEVICE:BulE~ KxmERFREELATEx EXWINATICN~WITHFJRC 

SE DECISION MADE: 23-W-1999 

510(k) m 

DEVICB:GRFEN~ Er2wmR-FREE LATEX EXAMINATIcy\rGLOV?XSWITHpR 

SE DECISICN MADE: 23-W-1999 

510(k) STATmEtW 

DlWICE:SMAMXZZF'XCESSINGSYSTEX 
SE DECISION MADE: 02-APR-1999 
510(k) SUM&WY AVAlXBLE FIX% FDA 

- 

DEVICE:SMGVREPCEWIRIFW!iSYSTE% 
SE DM=ISIoN MADE: 28-&W-1999 
510(k) SUbMARY AVAILXXE F!fXX FDA 

DEVICE:H7GWILLMEDICALCERVI~CZRVICXSPATULA 
SE DECISION M?iDE: 15-MAR-1999 
510(k) SBQWEXC 

DEVIC!E:HAFWILLMEDICATe,U-KLIPuMBILIC7iLCLME' 
SE DECISION MADE: 26--1999 
510(k) SZmTmEW 

DEVICE:FESPAIZFCT 
SE DECCSI(XV MADE: 29a-1999 
510(k) SmW 



SUEMITTEFtADDRESSLISTINGFORCDRH~Y~ (=I 510(K) - OR 510(K) -S 
FOR FINAL DECISICHS RENXRED DURING m PEN0D Ol-JAN-1999 THFCUGI 31-DEiC-1999 

2109O'MoLEAvE. 
SAN JOSE, CA 95131 

HEATiJH&LIFEo3., LTD. 
A!rTN: SUSAN c!mN 
4F-3, No. 351, CHUNZ SHAM RD. 
SEc.02, awNG I-KI CITY 
TAIPEI IISIEN, 

HFALlmHERo -, INC. 
m:m - 
2570 WEST EL cAMIN FSAL 
SUITE 111 
laIxmmm VIEW, CA 94040 

HEzamDYNE TEcHmmIEs, INC. 
Al-TN:= - 
1255 - Cm 
MARIRTA,GA30066 

I-lEXTHLJINE lIMPLwE, INC. 
Al-lw: WILLIAM sms 
832MAIXBILLE%GXICNRDW 
MARION, OH 

I=mmmND~IcAz,SY~INc. 
ATIN:JCHNAm 
725 PICKFCRD CT. 
tam3uRY PARK, CA 91320 

-, INC. 
ATIN:MARIANNECDRENNAN 
200 - DR. 
RED&XI CITY, ca 94063 

-, INC. 
ATlN:MARLANNECDRENNAN 
700EwRD. 
~CITY, a94063 

HEmzKURzcNmMEmzlJvnmmK 
ATIri:DAGMARSMAESER 
I44STEL 320-I 
-m, 

510(k) No: K983119 
EDNENO: 408-954-1909 

510(k) No: K990807 
EBSIENO: 886 232 349600 

510(k) No: K993l28 
PHOIWNO: 650-559-1OOO 

510(k) No: K983572 
PHOXENO: 770-429-2894 

510(k) No: K981954 
PHZENO: 740-465-5204 

510(k) No: K982617 
.PFKNENo: 805-498-4379 

510(k) Ex>: x981995 
FBCNENO: 650-482-4405 

510(k) ND: K990772 
EKNFlNO: 650-482-4405 

510(k) No: K992839 
EWNElNo: 

DEVICX: ENIERO-=HP, mIZ #102-01 
SE DEtC!ISIoN MADE: 15-M7iR-1999 
510(k) SUMGiRY AVAIL&%X FEMM FDA 

DFXICX:HL148 &f&168 
SE DMIISICN MADE: 03-DE-1999 

510(k) tmmmENT 

DEVICEi:HE%LTfBUDDYWITHDEXICEocNNM;T[GLUUXEMEI'ER] 
SE DECISICN MADE: 23-Nov-1999 

510(k) ,XRNiRY AVM3XBLZ FRCH FDA 

DEVICX:SIMBMULTICHANNEL REmRDlxSYsIEM,baxL5500 
SE DECISION MADE: 19-MAR-1999 
510(k) SUbMARY AVAIIXXE FII(sM FDA 

DEVIcE:VARICUSDENlX lIMK?NEWITHmWS- 
SE DECISIGN MADE: 25-JAN-1999 
510(k) SlXEMXr 

DEiVICE:TRACER 
SE DECISION MADE: 09-APR-1999 
510(k) fxmTMmc 

06-m%20cxl 
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DEvICE:@JICXDRAWVEMJSCANNUiX 
SE DJZISICN MADE: 20-AE'R-1999 
510(k) tXNMARY AVAIlMIX FRaM FDA 

DEVICFt:D~AKlXNALCANNULA 
SE DEISION M?iDE: 23-M?Qb1999 
510(k) SUMARY AVAILABLF: F'lXN FDA 

DEVICE: .%XKEI'STZZESPIsroNW/OLD3P, SC%G3EL, -USSE 
SE DECISION MADE: X-SEZP-1999 
510(k) SUMM?GV AVGLXiIZ FEMM FDA 
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06-JAG2Om 
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HELAxA.8 
ATIN: E.S. W#I'ELL 
447 MARcHRoAD 
IzANA!m CGSITWO, 

HEmNAm 
A!rlN:PAT FRANKS 
1530 LIND- DR. 
PO EOX 752 
E/iEA-, TX 77704 

HELENA- 
ATTN:PA!r FRANKS 
1530 LINDEEZRGH DR. 
P.O. BBX 752 
mm, TX 77704 

HELENA- 
ATm:ERIc PETERSON 
1530 LINDEBRGH DR. 
P.O. HOX 752 
EiE?mam, TX 77704 

HErL10MEO1cALSuPPLIEs,INc. 
A!r!m: YI-FEW CmNG 
208OAWAISHAvE. 
SAwIlA cI!mRA, CA 95050 

HEL‘10MEmc!AL SuppLIEs, INC. 
m: YI-FEN CHWG 
208OAWALSHAvE. 
c+?A.wm CLARA, a 95050 

JTELIX MImIaL, IJW. 
AlrIN:mANDm 
1110 MARK AVE. 
CARP-, CA 93013 

HEZAGENDIAGNZSTICS, INC. 
ATTN:JOBPHMC?iLIFANO 
4oEFARmRcAD 
W?&lT-llW, MA 02451 

JrmAGEND~TICS, INC. 
ATTN:JOSWIMCaLIFANO 
4ol?zTARHILL~ 
mmAt4, MA 02451 

510(k) No: K993766 DEVIC?Z:HEZ.?%X-l?GV5.0RADIATICNTHEBAPY~FUNNINSY~ 
PHONE No : 011 461 85655OtXl SE DECISIa MADE: 08-DJZC-1999 

510(k) SUMMARY AcrAILAHwE FFUB FDA 

510(k) No: K990998 
PI-KNEW: 800-231-5663 

DEVICJk FOLYSLITIFEKIT 
SE: DECISICN MADE: 28-J0%1999 

510(k) s?aTEMENT 

510(k) No: K992199 DENICE:AClD -IIN KIT 
Pi-DEW: 800-231-5663 SE DECISION MADE: 21-SEZP-1999 

510(k) sWmdEtm 

510(k) No: K992971 
FZONEItO: 800-231-5663 

DEVICfZ:REE'WLESlZtO LmFILEZKIT 
SE DECISICN MADE: 18-a%1999 

510(k) C?lWmmm 

510(k) n Kc391507 
Pmm No : 408-748-9585 

DFiVIC5:KWGNIANBF?ANDAcupuNcNRENEEDLE 
SE DEXZT.SICN MADE: 27-AUG1999 
510(k) STATB@W 

510(k) No: K991508 
PIKNENO: 408-748-9585 

510(k) ND: K991587 
PJDtENO: 805-684-3304 

510(k) No: I(992224 
FHCNEiKO: 781-890-3766 

510(k) No: Kc392241 
FWNENO: 781-890-3766 

DEVICE:ACWWTEREiFUWDACUPUNCIURF:NEEDU 
SE DECISION MADE: 27-AUG1999 
510(k) S'mTmEm 

DE&'ICWFiU%SINGER lmmLTdING2mmI~,Is 
SE DECISION MADE: 25-JUN-1999 
510(k) SUWWY AvAIL31BLF: FEMM FDA 

DEvICE:VIRGOBFllA2GLY~F'FUBUNIGGANTIHcDYKIT 
SE DECISICN MADE: 30-AU&1999 
510(k) SUMMARY AVAILNiB FEMM FDA 

DEVIcE:~B2 GLYCOPFxYIEIN I IGAANTIECDYKIT 
SE DECISION MADE: 30-A&1999 
510(k) SUbNARY Am Fw3M FDA 
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HEW'QZNDIAQQSTICS, INC. 510(k) NO: K992243 
AIlTN:XXSEPHM~IFANO PIloNENO: 781-890-3766 
4oBmRHILLm 
WAL'JI-IM, MA 02451 

-, INC. 
ATTN:J7Q@SDWICK%A 
524 .5XNE RD. 
BENICIA, CA 94510 

510(k) ND: x993496 
FBCNENO: 707-746-7833 

-, INC. 
IT, mm DT-1ooo-TK 
ATINzSIW?fZNRASH 
27COKEWAVEi. 
WEST LAFWBTE, IN 47906 

510(k) No: K984546 

FFKNEIW: 765-463-9540 

-SE, INC. 
mSIEl%ENRASH 
27COKEiVl!AVE. 
WEST -, IN 47906 

510(k) No: K992196 
PHCNENO: 765-463-9540 

-SE, INC. 
A!t'INzSTEPh%NRASfJ 
27oOKEiWTAvE. 
WEST -, IN 47906 

510(k) ND: x993330 
PHCCENO: 765-463-9540 

im?m SASS wx~'oF AMmra, INC. 510(k) No: K991563 
IECIWDE,VAE0tIW~~E,~~~~E,C 
ATIN:ExLEN HJmKE FliCBlEm: 781-934-9498 
73ExLEsNEsrFuxD 
DUXBUE, MA 02332 

BENNING KNUDSEN ENGINEERING A/s 510(k) ND: K991229 
13E311, L23, L-23E, L-24, L-24E, L25, L25E, L-26, L-26JZ,L 
A!rm:JAo3B m-m PHmE No : 454 594 0440 
KLDWZHWVAENGEl 
BIRKEW=D, 

HExaErJs KOLZER, INC. 
ATIN: -vzm 
4315 Scum - BLVD. 
SaTIH BEND, IN 46614-2517 

510(k) ND: I(990143 
PENEKO: 219-299-6662 

-s KULZER, INC. 
ATIN: CnERYLvzIIMMmaN 
4315 SCVM LAFAYETTE BLVD. 
SCVIH BEND, IN 46614-2517 

510(k) No: K990756 
PBONENO: 219-299-6662 

DEVICE:vIwx)~2 GLYaPFUtEIN IQuIAlVTIBoDYKIT 
SE DECISION MADE: 30-A=1999 
510(k) SUW%RY Am FIMM FDA 

DEVICJZ:REJI'I~X 
SE DEZCISICN MADE: 30-W-1999 
510(k) SUbWARY AVAILABLE m EDA 

DEVICE: BIOLoGIGDTMAcHINE,HZ0ELDT-1ooOANDBIOLCGIGIYT~X 

SE DM=ISIcN MADE: 13-AUG1999 
510(k) SUMMARY AVAILWLE FRMM FDA 

DEVICE: BIOLCGIC-DT SYSTEhf (BIOUYZIGDT-1000 WITH DT-looo-TK) 
SE DM3ISIm MADE: lo-SEP-1999 
510(k) m 

DEZVI~:~~SYSTEiM 
SE DECISION MADE: 30-DEc1999 
510(k) SUbWiRY AVAIUBLE FRQd FDA 

DEVICE:CCNTINUOUSFZCkJhY~~PE,KNIFE -E, SPIKE E 

SE DECISION MADE: 13-ocT-1999 
510(k) SUMMAFZ AVAILABU FF0l FDA 

DEVICE: K-SYSTEMS~STATICNS, 'IYPEL-13W, G13E, L13ES, L13El', L- 

SE DECISICN MADE: 29-JUN-1999 
510(k) STATmmT 

DEVICE:~ONE!Hcx\ID 
SE DECISICN MADE: 25-FEB-1999 
510(k) SUbWARY AVAILABLE FF0f FDA 

DEVICE:FT-CWLINE 
SE DECISION MADE: 07-MAY-1999 
510(k) S?TxmmW 



:; --.--w.A-.. .._ _“._ ..- 

SUENITIERADDRESSLISTINGFoRCDFH~YEQWXENT (+'W 510(K) - OR 510(K) B 06-JAN-2Om 
FOR E'INAL DEXZISIONS FGNDERED DURING TT# F'ERIOD Ol-JAN-1999 m 31-DEG1999 Page 159 

HiszmEus KOLZER. INC. 
A!MN: clBRYLv’z- 
4315 SOUIH LAFWFITE BLVD. 
SCUIH BEND, IN 46614-2517 

-s IcJxzER, INC. 
iYlTN:mvz- 
4315 s.m 
Sam+ BEND, IN 46614 

HERAFUS KULZER, INC. 
ATIN:-vz- 
4315 SOUIH - BLVD. 
SOUTH BEND, IN 46614 

I-Ezmlms KULZER, INC. 
ATm:cwEliyLvzIEpIERMAN 
4315 s3uI-H LAFayElTE BLVD. 
SCVIS BEND, IN 46614-2517 

l3Exwms KULZER, INC. 
ATlN:CHERYLVZ~ 
4315 s. L?xTErm BLVD. 
,mimii BEND, IN 46530 

HEWLETT-PAcKARDa). 
ATIN:DAVID Q%!OFW 
3oooMIImmmNm. 
Ahmwm, MA 01810-1085 

TcmJLlm-P-m. 
ArrIN:MIKE rf3Jrm 
3mMlcbmmmRD. 
AmxNER, MA 01810-1085 

BEdLEIT-PACKAFUI CO. 
ATm:ANN FAYMI~ 
3coOMINuTEMANRD. 
mxmm, MA 01810-1099 

HEdLEXT-PACKARD 03. 
GING SYSI'EM 
A!J.TN:STEPHENBSINZLAR 
3oooMI~RD. 
AIvCOVm, M?i 01810-1085 

510(k) No: K991425 
FXNEN3: 219-299-6662 

510(k) ND: K992292 
PHONENO: 219-299-6662 

510(k) No: K992985 
PHONENO: 219-291-0661 

510(k) ND: K993602 
EWCNEICO: 219-299-6662 

510(k) No: K993932 
-No: 219-291-0661 

510(k) iW: K981376 
PHONEW: 978-659-3178 

510(k) No: K984194 
PXNENO: 978-687-1501 

510(k) No: K990339 
FKXWNO: 978-659-2980 

510(k) ND: K990400 

PHCCENO: 978-659-2101 

DEVICX:XAWOPl?E!N~ 
SE DECISICN MADE: 15-JUN-1999 
510(k) SUHN?N! AWWXEJLE FRclM FDA 

DEiVICE:c;LuMACMFORT ECND+DESENSITI~ 
SE DECISION MADE: Ol-CCT-1999 
510(k) ,sUtWm! AWULABLE F FDA 

DEvICE:C&UMAcaMFoRTEoM3 
SE DECISION MADE: 14-CXT-1999 
510(k) SWMiRY Am FROM FDA 

DEWICE: PFtFXISIcNF'IU 
SE DECISION MADE: 15-DEC-1999 
510(k) STWf%mT ' 

DEVIcE:SOLM!AIRZ2 
SE DECISION MADE: 22-DE-1999 
510(k) .sm!mmw 

- 

DEVICE: --PACKARD M1205AVIFZDIA 24 CT 
SE DECISICN MADE: 04-JAN-1999 
510(k) SUbMARY AD FliaM FDA 

DEVICE:HPM2376ADJZVICE!LINKSYSIEM 
SE DECISICN MADE: 3W3F'F&1999 
510(k) SUMtGRY AVAILXW F'IXM FDA 

DEVICR XNC6 5500 lXGWSY~M2424AVERSIONB.O 
SE DECISION MADE: X3-FEB-1999 
510(k) .SUWRRY AVAILMXE FWSM FDA 

DlZViX!E: LINEAR AEUQY TR?NSDWXR,MXZL HP 21376, M241OA ULTRAmUND IMA 

SE DECISION MADE: 24-EEB-1999 
510(k) m AVAILABW FRX FDA 
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--PACKARD co. 
5olA & M3502A 
ATIN:W%RREtNRWiLTERS 
2500 BELLAVE. 
DES MXNES, IA 50321 

HEWLETT-PACKARD 03. 
A!ITN:MIKE I-moN 
3OOOIcmmmANRD. 
ANECWER, MA 018X?-1085 

HIWX'IT-PACKARD CO. 
M3503A & M3504A 
A!lTNzWARF@JRWALZERS 
25OOBEUAVE. 
DES MXNES, IA 50321 

BlmLmT-PACKAFu)(30. 
, l4CDEL 3810A 
ATIN:SHEIL?iWPIcKERING,PHD. 
2081IGmDENcIRcLE 
Ias ALm, CA 94024 

HEiWUZT-PACKARD 03. 
M3154A 
Ailzm: DAVE cx33RN 
3OOOMJxmEMmm 
ANDCNER, MA 01810 

BEwLmT-p-03. 
ATlN:DENISE HALEiY 
3000M.mmm?mm,Ms0491 
AmmEEt, MA 01810-1099 

t%lDELREz. KWITHEASI-ECGOETION 
m:m PFEIL 
HEmmmGm SIR. 110-140 
BoEBLINc;EN, 

HEwLFIT-Prnrn 
ATIN:Ecxm PFEIL 
msl!R. 110-140 
==, 

i%wrxIT-PrnW 

510(k) No: K991871 

PfKNEiNo: 515-244-1212 

510(k) IW: KP92636 
PHCNEND: 978-659-3173 

510(k) No: KP92977 

liTD?E No : 515-244-1212 

EKNENO: 703-114-2243 

510(k) No: K993169 

PIXUENO: 650-969-6114 

510(k) NO: KP93171 

F.lXXlENo: 97&659-3173 

510(k) No: I(993516 
PHCNEID: 978-687-1501 

510(k) No: K990125 
FHONENO: 497 031 1142243 

510(k) No: KP90476 

HEWIXlT-PACKARD GHBH 510(k) No: K990972 
HPVIRIDIAMLJLTI~ SERVERANDCXNPACCFOFUZUZT 
ATm:EKN PFEIL PHCNE No : 703-114-2243 
msTR. 110-140 
=-, 

DEVICE:H&WLEITPACfG@DMULTI FUNCTICNADULTDEFIB~,MXZLM3 

SE DECISICN MADE: 05-AVZ-1999 
510(k) SmTEtmw 

DEVICE:HPCAFtiWE go00 CLINICAL lmmxmTImSYm,mmM233lA 
SE DECISION MADE: 31-AWG-1999 
510(k) SUbWiRY AVAIMBLE m FDA 

SE DECISICN WE: Ol-DEC-1999 
510(k) Sn 

DEVICX: MXXFICZTIOX OF: E%YSIOIxlGIcaL SIGNAL TRANSMITTER AND RECEIVER 

SEDECISIONMADE: 20-DEC-1999 
510(k) ,SOWARY AVAILABLE FFXX J!DA 

DEVICXBPVIRIDIA -a sYsTE!"l, mEIs M315oA/M3151A/ M3153A/ 

SE DECISION MADE: 2lXXZC-1999 
510(k) SU@lARY AVAXLMW m FDA 

DEVICE:HPM.26OOAVIRIDIATEUWXtYSYSTEM 
SE DECISIQN MADE: OS-RRK-1999 
510(k) !ZMQRY AVAIUBLE FFUM FDA 

DEVICE:HF'VIRJDIAaNKNEXC MXITORINGSYSTFN,ElCDELFXV.K 
SE DECISION MADE: 29-JAN-1999 
510(k) SUGARY AiMLABLE FFUX FDA 

DEVICE:H!?VIRIDIACWlXWNT ?4TNITQRING SYm, HP VIRIDIA Cl45 24/26, 

SE DECISICN MADE: 22-JUL-1999 
510(k) SUMMARY AVAILAEW FIXM FDA 

DEVICX:HPVlRIDIAcQMpoNENT &fINI- SYm, HP VIRIDIA a%'3 24/26, 

SE DEclISICN MADE: 19-AE'R-1999 
510(k) SUMGRY AVULABLE FFXX FDA 



SUBiITIERADDRESSLISTINGFORCDRHSUEXXBW~~ (=I 510(K) - OR 510(K) 2LXFi- 06-JAN-2000 
FOR FINAL DEiCISICNS REND- DURIW ?HE PERIC0 Ol-JAN-1999 THROUGH 31-DEC-1999 Page 161 

Hlzmwr-PACKARD- 510(k) No: K991773 
HPVIRIDIAMULTI- SEXVERANDCCMPACTEWTAEZBP 
A!Mlv:EKYJ PFEIL PHONENO: 703-114-2243 
VSTR. llO-140 
=-, 

HEwLErJ-PrnGMEpl 510(k) No: K992595 
-ST - -, HP VIRIDIA CXS 24/26, REV K WITH 
ATJN:FmN PFEIL PFDNEIIW: 703-114-2243 
msrR. 110-140 
==, 

HEWLETT-PACKARD MBH 510(k) No: K992674 
A 
ArIm?:- PFEIL Pl-KNEND: 703-114-2243 
- STR. 110-140 
=-, 

Im%E!IT-PACKARD, HFAL'IWARE SOLUT1510(k) NO: K992478 
ATm:.%EmAwPIcxERING PHXFINO: 650-969-6114 
2081 I0NGDm CIRCLF: 
Los ALm, CA 94024 

I-IELWD w. WELCH 510(k) No: K98OS40 
ATrN:-WWELCH PEFSENO: 508-771-6777 
-,- 
344ANNmEuEEoINrlcAD 
-, &?A 02632-2402 

J.-rlXm MEDIC?% CYXP. OF AMEZICA 510(k) NO: I(991129 
NAL(T1) CFXSTAL 
A!rm:GARYwEKE PHCXWNO: 330-405-3330 
9177 DUI'IW DR. 
lWINSEURG,oH44056 

HITACHI MEDIcaT; CORP. OF AMERICA 510(k) No: K991318 
As 
AlIm:GARYwENc)G FKNENO: 330-405-3330 
9177 DUI'TON DR. 
!tWINSEUFtG,CH44056 

r-mB3II MEDIGiL CORP. OF AMERICA 510(k) No: K991535 

&:GARyw- PiiCNENO: 330-405-3330 
9177 DWllW DR. 
mm,oH44056 

DEVICEt:HPVIRIDIA~~TORING SYSTEM, HP VIRIDIA Cm 24/26, 

SE DECISION MADE: 07-JUN-1999 
510(k) SUMM?%U AVAIIABLE: FEMM FDA 

DEVICE:HPVIRIDIACCWQWtC ~lXXlXGSY~,~ELRFN.KWEASI 

SE DECISICN MADE: OS-DE&1999 
510(k) siDMRRY AVAILABW Fw;;kl FDA 

DEiVICE:HF'VIRIDIACMSPATIElWMoNIToRWITHEM=PAR?@WER, MZDEL Ml027 

SE DEXXSICN MADE: OS-W-1999 
510(k) .SUW?W AVAIIXLE FFXM FDA 

DEVICE: FHYSIOLtXXCAL SIGNAL TRMSMITIER AND RECXIVER, IQDEiL 3810A 
SE DECISION MADE: 15-0X-1999 
510(k) SUMMARY AVAILMLE FRcEvl FDA 

DEVICX:UXKIL%C 
SE DECISICN MADE: 15-&!AR-1999 

510(k) W 

DEVICE:HITACHI SlXTRADIGITALV25ODSPGAMiACZ!MEBASY~WITH~CK 

SE DECISION MADE: 13-M?iY-1999 
510(k) SUMARY AVAIUBLE FiXN FDA 

DEWIC!E:~NUAFtXHITiXXIS~ IGITAL V25ODSP GAWfA CZMER 

SE DECISION MADE: 18-JUN-1999 
510(k) ,SUMWZ Am FFXM FDA 

DEVICE:~C'DRJiORHITACXIS~ IGI'I7& V25ODSP GA&MA CXBFJ 

SE DECISION MADE: 3O-JUL-1999 
510(k) ,SDWARY AWILAEZE FIiQM FDA 
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HITACXI MEDICAL SYSTJQ.45 AMERIC?i, 1510(k) No: KPB4274 
kcsTE24so~ 
ATIN:J7!MESJocHENw3sERs PHONENO: 800-800-3106 
1959 SUMMIT aX#ERCEPARK 
llIWINS=, CH 44087-2371 

HI?;4cH MFs)IcIu; sym A&mum, 1510(k) No: K984280 
R PAClZ?G!Z 
~JAMESJOCHENFUXEFG FECNENO: 800-8CO-3106 
1959 SU+fIT -PARK 
'iIWlhBBURG, OH 44087-2371 

HI'I7Xm MEDICFG SY,STEXS AMERICA, 1510(k) No: KP91231 
ATIN:T.WHIT ATHEX PXNEID: 301-770-9590 
12300 'IWINBRCQK PARKWAY, 
SUITE 625 
l-aKvKE, MD 20852 

HITAgfI mICAL SYSTEIG AEIERICA, 1510(k) ND: K992650 
ATTNtJAMESJocHENFQXRS PIXBEm: 330-425-1313 
1959 SUMMIT CXXQGXEPARK 
msm, CH 44087-2371 

mLLIsrER,INC. 
ATIN:JoswIs?DKARz 
2000 HcaT_;STER DR. 
LI-, IL 60048 

510(k) Im: KPP0456 
PHONENQ: 847-680-2849 

TTlxxLIsTER, INC. 
ATm:JoswIs~ 
2000 H'XLISTER DR. 
LIm,a6CQ48 

510(k) No: KPPl214 
EWNEINO: 847-680-2849 

JmI.GIC, INC. 510(k) ND: K992677 
R2OGQ,QXl500,@R4000,QDRl~,~Rl~ 
A!rlN:NANDINI l.iuRmY F?-KNENO: 781-999-7300 
35 CRcXBY DR. 
BaxFoRD, MA 01730 

Homxc, INC. 510(k) No: KP92775 
QXl.5CO,gDR4ooo,@Rl~,@~~ 

ATINcNANDINI MUKIHY FKNEIQ: 781-999-7300 
35 CX#SBY DR. 
BmxoRD, MA 01730 

HQPlEDUiGNXTICS,INC. 510(k) No: K992988 
ATTNzKARENDEVIN@XC PHCNENO: 800-342-7226 
240X N.W. 55'IH CT. 
EmT LAmERDm, FL 33309 

DEVICE:~C~ DIXt%XTICDEVICE,VEFtSICN 5.OOFEFtATIbG SY 

SE DECISIa MADE: 25-JAN-1999 
510(k) su14I1ARy AVAILXXE FRCH FDA 

DEVICE: AIRIS IIMXNETIC~ D~ICDFXICE,~I~M 

SE DECISICN MADE: 08-FE%1999 
510(k) SUHtGRY AVAIUBLE FliQM FDA 

DEiVICE:HITACHIVERSIFLEX 
SE DECISION MADE: 24-M&Y-1999 

510(k) SUbZQRY AVAIIXU m FDA 

DEVICE: AIRIS, AIRIS II 
SE DECISIa MADE: 08-X%1999 
510(k) SU@fARY AVAIUBLE FRCM EDA 

DEVI~:ANAL2 ELXCFGDESTIMUUQICX@GFFUXE-W/STOP 
SE DEcISIa MADE: 25-MAR-1999 
510(k) SUFXUtY A- FRaM FDA 

DEVICE:SIMPLICARETRANSPARENTDRFSSING 
SE DECISION MADE: 14XYZC-1999 
510(k) SQ%?iRY AVAIUBIZ FEMM FDA 

DEXICE:EAGUOpTIoNFORTHE~R~DENSITQMETER, mEU@R45CO, Ql 

SE DECISION MADE: 03-SE%1999 
510(k) SUFHARY AVAILABLE: FwlM FDA 

DEVICE:OpTIcNlQRTHEQDRBoNEDENSIlUdEXER, McoELs~R4500, QDR2000, 

SE DEXZISICN MADE: Ol-CKT-1999 
510(k) SU%?!RY Am F'F0l EDA 

DEVIGX:FRESTIGELXBLCXDGLUOXX TEsTsYm 
SE DECISION MADE: 24-SE%1999 
510(k) s1;9TEMENT 

- 
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mSPImLs~IALTYo3. 
m:JoHN (JUIGLEY 
7501 cARNM;IE AVENUE 
clIBAmm, cm 44103 

-CORP. 
m:sTAN aDPER 
2151 hHI!CFIETD INDUSTRIAL, WAY 
.SAWSPA, FL 34243 

I+mmDICAINC. 
A!l.lW:JWEZHWLF'E 
359 vEFImANs BOULFVARD 
RUEBRFWD, NJ 07070 

r-xmmxmINC. 
ATlN:FRANK ZmAs 
359 VEI'ERANS w 
RLrBmKm, NJ 07070 

HcmMEDICAINc. 
ATIN:- KETLY 
359 VEWANS Etxnxmm 
RWHEFZWD, NJ 07070 

HcmfEDIcAINc. 
ATI'NzJQBEHVCU'E 
359 IE?mRANs w 
RUIWBFWD, NJ 07070 

HCNNEiDICa OsTEcksIcs ax@. 
m: FRANK l4AA5 
359 -s - 
RUWBGUU), NJ 07070 

HowMEDIcacssIEcNICs 
A!MN:m t5iurlm 
59 RcmE 17 
ixumDm, NJ07401 

Ha@mxcCActsmcwIcs 
ATrN:KATE zixJrlm 

CDRP. 

ax@. 

59 I?TmIE 17 
ATJBIDm, NJ 07401-1677 

I%NMED-Im ~cs Qxzp. 
ATrN:- N?l- 
59 I-4xrE 17 
JhLEGlDALE, NJ 07401-1677 

510(k) No: KP90861 
FECNENO: 216-361-1230 

510(k) m: KPP1132 
PHONENO: 800-964-6837 

510(k) NO: KP83885 
FJHCNENO: 201-507-6695 

510(k) ND: K984202 
PHCNENO: 201-507-7875 

510(k) NO: Kg84251 
PHSIENO: 201-507-7830 

510(k) No: K984305 
PIQ?E!NCl: 201-507-6695 

510(k) NO: KPS4432 
FW3lEi-Q: 201-507-7875 

510(k) No: K990059 
FKBEIW: 201-825-4900 

510(k) No: K990152 
FKNJSNO: 201-825-4900 

510(k) No: KP90598 
FT-DGTIW: 201-825-4900 

06-JAN-2OOO 
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DEVICE:hWNDDRESSIi@BDPAD,MBEL #lo810 
SE DECISION MADE: 12-AF'R-1999 
510(k) SUbNARY AVAILAPU FEEOM FDA 

DEVICEi:ACZlTVA 
SE DECISICN MADE: 2O-CCT-1999 
510(k) ,SOMQRY AWGIWLE FRB FDA 

DEVICE:EURRHoLF:~,CBANICBl?WLm FACIAL PLATES 
SE DECISICN MADE: 29-JAW1999 
510(k) SUbWiRY AVAIUBLE FRCM FDA 

DEiVICE:~IcAHUMERALINwcTII;ARySY~ 
SE DECISICN MADE: 05-FEB-1999 
510(k) siUMBRY AVAILMLZ FRaM EDA 

DEVICE:XIASPINESYSTM 
SE DECISION MADE: 24-FE%1999 
510(k) SOWARY AVAILAEW FEMM FDA 

DEVIcE:ZEIZiMULTIzcNE -NAILsYsTEM 
SE DEZBICN MADE: Ol-FEE%-1999 
510(k) SUMMARY A= FIMM FDA 

DEVICE:WC%EEEGRIP(A-GUP) 
SE DECISION MADE: 24-FEE&1999 
510(k) SUbNARY AVAILABLE FliQEl FDA 

DEVICE:OSTEQTICSSPINALSY~~~EDINDICATI~NS 
SE DECISION MADE: 28-.JAN-1999 
510(k) su14rlARy AVAILAEm FfMM FDA 

DE!VICE:CBIFQIC~E/ANImuD EFEZQRALN7ULNUTANDVGSHER 
SE DECISION MADE: 15-M%?-1999 
510(k) ,sUMARY AVQL?BLE = FDA 

DEVICE:cxTTZNICSsoLARsHwLDER~BEARINGHEAD 
SE DECISION MADE: 15-MAR-1999 
510(k) SUMlAW AVAIUBLE m FDA 
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HZXMEDICA cl5TEmIcs CORP. 
ATIN:KAREXV JWEMM?i 
59 IilxtTE 17 
AILBtDAT.8, NJ 07401-1677 

liKWMEXC7J OsTEoNlcs axv. 
Arr.rN:e NALJGHION 
359 lcY!mmNs BLVD. 
RUlHG@WD, NJ 07070-2584 

HJ@lEDICa cx3IEmIc!s am. 
ATl'N:KAREN ARIEHMA 
59 RLwllE 17 
ATLENDALE, NJ 07401-1677 

X-WMEDICA t35zmxlcs am?. 
ATlN:MARyBFIH NAuGI-fIoN 
59 RCUTE 17 
ZlUDJDm, NJ 07401-1677 

Hc%mDI~osIM=NIcsmF!P. 
NSERI! 
A!tTN:MARyBFIH NA- 
59 FtlxmE 17 
AUENDALE, NJ 07401-1677 

HCMMEDICA -cs CmFJ. 

AlIlm- NA- 
59 lxzul!E 17 
AJJBDAU, NJ 07401-1677 

510(k) No: x991055 
EXONENO: 201-934-4376 

510(k) No: X991461 

FWNENO: 201-934-4376 

510(k) NO: KP91952 

F'KNE No : 201-934-4376 

HCWMfZDIcA cxczEmIcs a3FP. 
AbITN:- NA- 
59 l3x?IE 17 
ALLENDm, NJ 07401-1677 

510(k) No: KP92025 
F'FDJE No : 201-9344376 

f?X%DICa -cs CORP. 
ATm:- NAm 
59 I%zum 17 
ALLENDALE, NJ 07401-1677 

510(k) N3: K992063 
PEKNE No : 201-934-4376 

E?mmDI~~ICscoRp. 510(k) No: x992287 
AlllmKAREN AI?IEmm FTXXENO: 201-760-8187 
59 FxYJrE 17 
AlLENDALE, NJ 07401-1677 

510(k) No: x990712 
PXWE NO : 201-760-8187 

510(k) No: KP90849 
F'ED'lE NO : 201-934-4376 

510(k) No: KPP0922 
F?-DIE No : 201-760-8187 

DEVICE:QSTEONICSSOLARSHOUIDERBIFOLARSYSTEM 
SE DECISICN MADE: 2O-JUN-1999 
510(k) SUMMARY AVAILXU FRaM FDA 

DEVICE:DURXICNIVSlZRILIZATICNl'RXESS(~INSERTS) 
SE DECISICN MADE: 20-DEG1999 
510(k) SUMMARY AVAIUEQE m FDA 

DEVICX:OSTEfXICSSP~SYSi?ENVEFtSATIIECEXXSa=NNEcII3R 
SE DECISICN MADE: 02-JUN-1999 
510(k) SUMMARY Am FXM FDA 

DEVICX:WTE~XICSSPINATJSYS'J,EM-~/~SY~ 
SE DECISICN MADE: 27-AUG-1999 
510(k) SUMMARY AVAILABU FXM FDA 

DEiVICE:0STECHI~scoRpIO~KNEE FGZAXED BACK P/S TIBIAL BE$RlX I 

SE DECISION MADE: 17-M&Y-1999 
510(k) SUMNU! AVAILABW FiXM FDA 

DEVICE:Wl.XNICSALUMINA GZWETR HEAD, o5vxmIcs TRIDENT RIxLm 

SE DECISION MADE: 29-JUN-1999 
510(k) SUMM?Gf AVAZABLE FRQf FDA 

DEVICE:PRECISIoNC6TE0LQCKFEWPAL STEXSWITHPURE-FIXHAo(3bTING 
SE: DECISION MADE: 13-AW-1999 
510(k) SUWARY AVAILABW m FDA 

DEVIC!E:cXTEO IC FEMXALANDTIBIALNAlISINTIViNIUMALWY 
SE DECISION MADE: 03-SEE'-1999 
510(k) ,SuIMGY AVAILABLE: FFXM FDA 

DEXCCZ:FIRSTSTEPUNICWE'AKWEM!& KNEESYSTEM 
SE DECISICN MADE: 16-W-1999 
510(k) SD&NARY AVAILABLE: FIm FDA 

- 
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HohIMEDICa OfjTEcNIcs a3Rp. 
ATIN:KATE hc+unm 
59 FxmrE 17 
ALLEND~,w07401 

InmEDIa cxizm%ccs CmP. 
A!ITN:m ARlEzmA 
59 FuxnE 17 
ALTXWEE, NJ 07401-1677 

I-mMEmCAasTEcx1c!sm. 
ATIRKATE SvrrcN 
59 FKZUCE 17 
-, NJ 07401-1677 

H(xilMEDICa -cs CORP. 
?mx:KAREm ARYIEvm 
59 l?fxrcE 17 
AIUXALE, NJ 07401-1677 

-1ca -cs axv. 
ArmN:KAREN ilRlm%m 
59 Rccn!Fi 17 
ATLWXLE, NJ 07401-1677 

lx?mfzDIcI1osTMM 
ATIlV:JENNIEERA~Uii~ 
359 IJETmws BLVD. 
-, NJ 07070-2584 

-1cA cxL?nEmcs am. 
ATINcMAFtYXXHEW%ED~ 
59 l?cum 17 
ALBNDALE, NJ 07401-1677 

-1cA -cs aziw. 
ATJXzlQRYXWHENWZDILUN 
59 IxzxrrE 17 
ALLENDALE, NJ 07401-1677 

IXWMEDICT), -a CDRP. 
ATIN:TEtlIcs SHERIDAN- 
59 Fii3IrE 17 
AIIBWCE, NJ 07401-1677 

-rcA tl5zEmlcs CORP. 
ATINxMAFUXAWENBEDILMN 
59 lTiwm 17 
ALLENDALE, NJ 07401-1677 

510(k) ND: K992344 
PHONENO: 201-934-4386 

510(k) No: KP92346 
FFIONENO: 201-760-8187 

510(k) No: K992462 
F!TKxlENo: 201-934-4386 

510(k) ND: KP92570 
PHONENO: 201-760-8187 

510(k) ND: K992792 
PHCNENO: 201-760-8187 

510(k) No: K993004 
PKNE NO : 201-507-7283 

510(k) NJ: K993077 
Pi-?XENO: 201-760-8117 

510(k) No: KP93181 
psR=NENCl: 201-760-8117 

510(k) NO: KP93352 
PEKNE No : 201-934-4375 

510(k) No: K993402 
PI-KXENO: 201-760-8117 

DEVICE:CiSTEcNICSAccPSYsTw'EML~ExTENSIcN 
SE DEZISION MADE: 3oJuL1999 
510(k) SUMM?W AVAIUBLE FIMM FDA 

DEVICE:KINEMATICIIFUCATINGKlNGEiKNFB 
SE DECISIW MADE: 12-AUG1999 
510(k) SU@lWY AVAILMU FROM FDA 

DEVICZ:CSTiXNIC!S UNIWR%LDISTALC!ENENTPLUG 
SE DECISION MADE: 13-AU%-1999 
510(k) fiXWN?Y AVAIUVLE FIX&l FDA 

DEVICE:UNITRAXGT7QERNEiCKADJUS!ImNTsLEEvE 
SE DECISICN MADE: Ol-SEX'-1999 
510(k) St&WARY AVAILARE FRZN FDA 

DEVICZ:XIASPINALSYSTENGCADAE'IWFt 
SE DECISICX'J MADE: 16-W-1999 
510(k) SuMMARy AWULAE&E E FDA 

DEVlCE:ALTAEULTaYTi%EADEJDCFxXS-LcxXtNG 5.0 MM sicxm4 
SE DECISION MADE: 06-OCT-1999 
510(k) aSUMARY AVAILMW, FRX FDA 

DJZVICE:HXME!DIcACsIBXiIcS RE%smaTImHAHIPm 
SE DJXISIGN MADE: OW-1999 
510(k) SUMMARY AVAILAEU E'E&% FDA 

DEVIC!E:HWNEDICA QSTECNICSAccPSYSTEN~IcAL~S 
SE DECISION MADE: 22-0X-1999 
510(k) SJJWAFZ AXXWBL,E FFuN FDA 

DEVICE:CFuXSFlRESYSTEM12A~IN~S 
SE DEXXSICXJ MADE: 19-W-1999 
510(k) SWMAEtY AVAIMEQX FlXB FDA 

DEVICE:OPUS SPIN?& SYSTEN 
SE DECISION MADE: 20-DEG1999 
510(k) SUNdAFT AVAILWLE FRcr? EDA 
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Jcj3mEDIca cl!nxNIcs CJXP. 
AlTNzlWWXJRIEiDER 
359 VETERANS BLVD. 
R-, NJ 07070-2584 

-1cA ozzxEmIcs CDRP. 
ATTN:JENNIFfIRADAUDEX,IN 
359 VEWANS BLVD. 
RUBBFWRD, NJ 07070-2584 

359 vETlxmNs BLVD. 
-, NJ 07070-2584 

BZ%U%DICZ -a OXP. 
ATm:TERRY SHERIDAN- 
59 ExzuTE 17 
ALTBdDAIE, NJ 07401-1677 

HUESTIS MEDIcaL 
ATIN:TERRY CZWAJX 
68-m 
PO FOX 718 
BRIS'IOL, RI 02807-0718 

510(k) NO: K993601 
FT-mEim : 201-507-7956 

510(k) No: EC993603 
FT-IONX No : 201-507-7283 

510(k) No: K993670 
ETKNE NO : 201-507-6922 

510(k) No: K993692 
PHONENO: 201-934-4375 

510(k) XW: K981153 
PHCNE N3 : 800-972-9222 

HUMZGENFEiRlTLITyDjTZGWST ICS, INC5lO(k) No: K990847 
ICSI~~PIPiETS,HOLDII\IG~~PI~,ASSI~HP=rCHINGM 
m: CINDY -TER EXNE No : 804-979-4ooo 
2400 HIJNTER'S w 
m, VA 22911 

HUMXENFEZUILITYDIAGWST ICS, 
I.5 14-52, 14523, 1452EL, 1452L 

INC5lO(k) No: Kg90941 

ATIN: CINDY .t+acmLTER PHCCENO: 804-979-KCO 
24OoHur?IER'sw 
v, VA 22911 

IslmTEIGH~~,7Nc. 
AT.tN:AUDFXY WI'IXI 

510(k) I0 KP84307 
PHCW No : 800-223-1218 

227 F?T. 33 EAST 
-AN, NJ 07726-8362 

Hum!LmGH TMxINouxy, INC. 510(k) No: K992733 
ATIN:AUDREiY WITKO ??HCNENo: 732-446-2500 
227 RTE. 33 EAST 
MANALWAN, NJ 07726 

DEXICE:HMBDICaWIWX%ICSFBmRALHEADs 
SE DEXXSICN MADE: 16-WV-1999 
510(k) SUMM?W AVAIUEQX FlXM FDA 

D~cE:wI~TAFuSI~NAILFL1I;LyTHRFplDED~-~P~~ 
SE DECISION MADE: 19-WV-1999 
510(k) SUMM?W AVAIL?BW = FDA 

DEVICE:WDIFIEDLfXGLENGIHGAiWAIWL 
SE DECISIOX MADE: 16WV-1999 
510(k) ZTIMARY AViXT&&E FIicpl FDA 

DEVIC!E:DURAUXINSETPATEUA,25MM 
SE DECISICN MADE: 0%DEC-1999 
510(k) SUMMARY AWGLAEZE FM-X EDA 

DEVICZ:CSIRIS 
SE DECISION MADE: 17-+!AR-1999 

510(k) STATEMESIT 

DEVICE:IWmCYTO??IzAWICSPERM IIuEcMmMImPIms (ICSI) S-D 

SE DECISICU MADE: 14-JUL-1999 
510(k) ,SUbMRY AWILABLB FXM FDA 

DFXICE: NEWLIFEDISH (E!IfBEDoRW-EXHED, WITHORWI~LID), hGDE 

SE DECISICN MADE: M-JUL-1999 
510(k) SUWARY AVAILHUE FftclM FDA 

DEXXCE: ?QDIFIC'ATI~ OF: RHEO DOPPLEX II 
SE DECISICN MADE: 12-JAN-1999 
510(k) SUMM?iW AVAILXUZ FXM FDA 

DEVICX:AKRONATF9TRACTICXJ~ 
SE DECISIGN MADE: lO-NOW1999 
510(k) SUIQW?Y AWULAEXE F2MM FDA 



..--.-. _ -- _--_-.._- 

SUFMITIERADDFGSSLIST~FoRcDRH~IwY m (SE) 510(K) SWWRCES CR 510(K) WS 06-JAN-2000 
FGR FINAL DECISICNS RENDERED DURING 'IRE FZRIC0 Ol-JAN-1999 ?HRcv;;H 31-DEiC-1999 Page 167 

mRRIcmmMFmcaL 
ID, INsTRuMENr WIPE 
A!lllVzDAVIDACLM'P 
233l.K 63RD AVE. EAST 
BRADm, FL 34203 

HURRI~MEDIcaT, 
AI'IWDAVIDACXAPP 
233l.K 63RD AVE. E31sT 
BRADm, FL 34203 

I-lwlmIsoNm., INC. 
ATrN:EDuARDo MARQ-I 
7475 WI~SIN AVE., SUITE 850 
BEX%SDA,MD20814 

~TE-IINDWTRIALSDN.EiHD. 
m: K. XARuNAwlRAN 
LOT 187, SUNZAI DAHAR 
m-r-, 

FiWATEHINDUSTRIALSDN.1MD. 
ATIN:K. KAFtUNAKmAN 
UYJJ 187, SUIGXt DA'H?@ 
Bn=-,-, 

HYDFifxIsIm, INC. 
-DEBBIE IA?@- 
220 B2sIATmw STREET 
m,MAo1887 

BYDmFERA, LT.c 
ATTN:HE!ArmmsE13ND 
322 MAIN ST., SUITE 1101 
WILLIMAWIC, CT 06226 

HYDFmLTD. 
FCRDAILYWEW 
ATIWJULIANBIXXXMAY 
BAWLEYIANE 
-, MS, 

HYDRXLTD. 
ATIN:JULIANBHOIXMAY 
BAWLEYLANE 
-, -, 

510(k) No: K990671 

FKNENO: 941-751-0588 

510(k) No: K990672 
PlxxG No : 941-751-0588 

510(k) No: KP83385 
FTiCNEm: 301-986-4440 

510(k) No: KP92730 
PHONENO: 603 871 7351 

510(k) No: KP92810 
FT-lXElIW: 603 871 7351 

510(k) No: KP93009 
E'I-DNE NO : 978-657-0020 

510(k) No: KP83276 
F?YCNENo: 860-456-0677 

510(k) W: KP83160 

DEVICRDRAINpd3E wIcx;zxlRx~spEARsANDspcNGEs, coFoJExLIGKTSHlE 

SE DECISION FADE: 10-&W-1999 
510(k) SUbWARY A- E'RX E'DA 

DEVICX:LACRlX& INlWBATIONSET,DACRYcX!Y~(DCR)~ 
SE DECISION MADE: 18-MW-1999 
510(k) SUMMARY AVAIIXWZ FXM FDA 

DEVICE:HUICHI~ ~SILI~XF~TISSUEEXPANDERS 
SE DECISICXV MADE: 15-&W&1999 
510(k) SUMM?&Y AVAXABTX m FDA 

DEVICE:HWi(AND)SILKTEXPFZ-FCGDEFmLATM EzfAMmmIoNG;LIxIE 
SE DECISION MADE: 14--SEP-1999 
510(k) txFxmmw 

DEVICE:HWA(AND)SILKTEXFWiDER-F!REELATEX EccmmRMcNm 
SE DECISICN MADE: 27-SE%1999 
510(k) S'm.W@m 

DEVICE:HYDRXISICNARI%WET SislTEM WITH CAm 
SE DECISION MADE: 25-0X-1999 
510(k) SUMAFtY AWD.ABLE E'FW FDA 

DEVICE:HYDKmfZRA ERCIEFUSTATICNASALDRESSING 
SE DEXXSIOX MADE: 14-SEF1999 
510(k) W 

!ZGNE Iw3 : 011 441 252554500SE DExrISIGN MADE: 18-FEB-1999 
510(k) SUW7-W AVAILAEu FRCM FDA 

510(k) No: I(983637 DEVICRACCIF'RESH4COLEW 
F33mENo : 011 441 2525545COSE DECISICN MADE: lO-DE-1999 

510(k) SUMMARY AVAILABLE FFcM FDA 
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mm, INC. 
A!rrN: KATIE LUBIN 
7370 WXDBINE AVE. 
UNIT5 
MAflKHAM, -0, 

HYOXSY~LTD. 
AIITN:I-KWARDMHXS'IEIN 
555 m -, NW 
-, M=20004-1109 

HYSTERX, INC. 
ATTN:JUDYFGORCCN 
18732 .!mX.Nw 
IRVINE, C?! 92612 

I-FLmaxP. 
ATIN:WBElVJBARD 
20202 WINDW DR. 
LAKE EDREST, CA 92630 

I-FLmamP. 
ATINzIloBEFlTJBARD 
20202 WINDm DR. 
LAKE FOREST, CA 92630 

I-FLmcmP. 
AlmzSHmEP~ 
20202 WINDm DR. 
LAKE FOREST, CA 92630 

I-Fixwaxw. 
mFXX%CRTJEiWD 
20202 WIND- DR. 
LAKE FDRFST, a 92630 

I-Fnmax?P. 
ATINzFiQE@RTJBARD 
20202 WINDFCN DR. 
LAKE FDREST, CA 92630 

I-FuNam?. 
ATlNzFsXERTJE!ARD 
20202 WINDm DR. 
LAKE FCBEST, CA 92630 

510(k) No: KP90479 
FT-KNENO: 301-122-9213 

DEVICE:HYGENICLEARWKR~,WA!I!ER-DELIVERYDEVICXULZR?W~? 
SE DECISICN MADE: 13-MW-1999 

510(k) SUMN4RY AWiILABW FwaM FDA 

510(k) to K984313 
PHCNE No : 202-637-5813 

DEVIC.E:I+l.U3 
SE DECISION MADE: 22-QZC-1999 
510(k) SXXWARY AVAIQBLE FFC&l FDA 

510(k) No: K992714 
F'I-KBE No : 949-854-6314 

DEVICFi:MICRfXR?G P&momLARczIpd;LTLAnxI, mEL ms POccn-90010 
SE DECISION =E: 05-WT.-1999 
510(k) SUMMARY AVAILXGE FFC.N FDA 

510(k) m: K984063 
PHXEIW: 949-2062700 

510(k) No: KS84146 
E33CNElNO: 949-206-2700 

510(k) No: K984441 
Pmw No : 949-206-2700 

DEVICE: PARWXNE?XAL/~LUSAININI~I~sGT 
SE DECISICN MADE: 09-FEB-1999 
510(k) SUMMARY AVAILABLE FRX FDA 

DEVICE:PARNXXINNSICN 
SE DECISION MADE: 09-FEB-1999 
510(k) SUbNARY AWIIXXIE FTMM FDA 

DEVICE:KvoCHECKVALVEA~, mELE%OOQ1 
SE DECISION MADE: 22-FEB-1999 
510(k) SuMMARy AVAILXXE FFW FDA 

510(k) W: KP84502 
PHCNENO: 949-206-2700 

510(k) No: K984638 
PEICNENO: 949-206-2700 

510(k) No: KP90425 
F33ONENo: 949-206-2700 

DEXCCE:NERVEECCxXIN!?USIcNKIT 
SE DF,CISION MADE: 04-M?iR-1999 
510(k) SUMMARY AXQLABLE m FDA 

DEXCCE:PAwy;cNEtXUSACXWmRYsET 
SE DECISION MADE: 09-FEB-1999 
510(k) SUlWN AVAILAEW FFUX FDA 

DEVICE:SIDEXCICKINHJSICNKIT 
SE DEXXSIcbJ MADE: 23-AF'R-1999 
510(k) ,SWMARY AVAILWIZ FRCN FDA 
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I-JTmaxP. 
ATINcFBl%TJBARD 
20202 WINDFCW DR. 
LAKE FOREST, CA 92630 

I-FLmaxP. 
A!lTNzSTANLEYEFR!i 
20202 WINDW DR. 
LAKE JtQRES, CA 92630 

I-!xmaBP. 
ATLN:FOEWTJE!ARD 
20202 WINDm DR. 
LAKEi FOREST, Ca 92630 

I.S.G. TbZNjZZES, INC. 
ATnkcAw3L - 
6509AIRFOFaRD. 
MISSISSAUGA,cINITIRIO, 

I.S.G. TECBWEIES, INC. 
AsITN: mm F+zrx%R 
6509 AYEGOFTRD. 
MISSISSAUGA,~O, 

I.Z.I. MEDICAL mUCl!S axe. 
ATIN:EJSMITH 
P.O. E%x 4341 
CRQm, MD 21114 

I.Z.I. MEDIaL pstcoUCrS UxP. 
TiTl?N: E.J. SHI'LH 
P.O. mx 4341 
CROFIW, MD 21114 

IENIsRAELLm. 
ATIN:ELIMORBA(II 
P.O. BOX 6718 
-, 

ICsMEmc!ALo3Rp. 
ATIN:DELMARFBLOEM 
2227 i3lWKND DR. 
S.CHA-, IL 60173-3860 

ICSOFNofyIHAMERICA, INC. 
AT'INtALANACREAMER 
10054MEmRIDxCr. 
SAN DIEGO, CA 92121 

510(k) No: K991513 
FTrKmE No : 949-206-2700 

510(k) No: K991543 
!?i-mE No : 949-206-2700 

510(k) NO: K992072 
PHONE m : 949-206-2700 

510(k) No: K982570 
PHONE NO : 905 672 2100 

510(k) No: K993673 
PHCNENO: 905 672 2100 

510(k) IQ K990242 
ET7KNE ND : 410-451-0639 

510(k) No: K990298 
PEKNEKO: 410-451-0639 

510(k) No: K993338 
P!BN?I NO : 972 299 32768 

510(k) No: K991497 
FTXNE No : 800-289-2150 

510(k) NO: K983654 
P!BtEID: 619-558-9203 

DEtVICFxHBEFUMP csERIEsm~c-sERIEsoNE~Kvo 
SE DECISICN MADE: 21--JUN-1999 
510(k) ,SUbWBY AVQIAEZE = FDA 

DEVICE:INTRWPcaTHFw 
SE DEISION MADE: 25-ocT-1999 
510(k) SUbNARY AWIL?BLE FRCBl FDA 

DEVIC!E:~US~SET 
SE DECISION M?DE: 15-W-1999 
510(k) SUBWiRY AWiIL?WE FIioM FDA 

DEVICE:SNNscxXrr 
SE DFYZISIm MADE: l%Ii!N-1999 
510(k) St&NARY AWILAE%E FRW FDA 

DEVICEZ:SNNFTLUC&ONAVIG?flTICNSYSTFiM 
SE DEYZISICN MADE: 21-DEG1999 
510(k) SW@lARY AVAIIAWZ = FDA 

DEVIcE:!IO~ CIM?GDEMARKER 
SE DECISION MADE: 03-M?%1999 
510(k) tmxmmw 

DEVICE:?nFosRApHI CIMAGINGMARKER 
SE DECISICH MADE: 03-M?%1999 
510(k) STA!mmm 

DEiVICE: DDIGIWMEDICAL= (IDMR) 
SE DECISION MADE: 29-DEC-1999 
510(k) = Am FW+f FDA 

DEiVICE:ICSMEDICALCHARl'R~/V%D I%zawT1cSYm 
SE DECISICN MADE: 28-JUL-1999 
510(k) SUNBRY AVAIIABLF: FT#Zl FDA 

DEVICE:CYEE&LASE2~~ANDWHITENINGLASER 
SE DECISICN MADE: 12-JAN-1999 
510(k) SUbN4RY AWQLAE%Z m FDA 
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IcSOFIVXlXAHEFUC?i, INC. 510(k) ND: Km992357 
ATINtAUNAm FKNENO: 619-558-9203 
10054MEsARllxECr. 
SAN DIEX;O, Ca 92121 

IDBICNZlXCZcXRP. 510(k) I0 K990640 
ATIW:-NBRYAN F?mPiE'm : 604 431 9314 
8855lxmJmcmm 
BURNABY, ERITISHaXUMSIA, 

IDE24 (II'V'L DIST. OF 
ATm:DcNNA mRD 

-a F510(k) No: K983832 
PI-DNEiNO: 800-947-6334 

4814ERSTSEcmDc?lmmr 
BENICIA, ca 94510 

IDEM (INT'LDIST.O!J WCS F51O(k) No: K990585 
ATIN: lxmm WARD PHONEINO: 800-947-6334 
4814EhSTSJxmD STREFT 
BENICIA, CA 94510 

IDEN (IIVL DISI!. OF ELECIXHICS F510(k) No: K990652 
A!MN:JIavNA WARD PHONE NO : 800-947-6334 
4814EAsTmm 
BENICIA, CA 94510 

IDE!M (INT'LDIST. OF -cS F510(k) No: K991853 
liTIN:- WARD PHONE NO : 800-947-6334 
4814 EAST- ST. 
BENICIA, CA 94510 

IczLvIsIcNcaREmELm. 510(k) M3: K984523 
ATIN:JCHNMSZAFXXSIK FTENENO: 312-553-0828 
203 N. FTABASH, S'Ei I.200 
a!msm,,IL60601 

IlIMPGc AN?iLYSIS, INC. 
ATIN: BEN ARNOLD 
1380 - ST. 
OOLUMBIA, KY 42728 

510(k) No: K992246 
PKNENO: 502-384-6403 

-!cMGE TEK.momlEs CmP. 510(k) NO: K983567 
SYSTEM 

ATJN:MARY MawmA-aJLLINANE PHCNENO: 508-643-0434 
49 PLAIN b5?ImEc 
NORTH ATlTBSO, MA 02760 

DEvICE:E?iSY-CURE(CURJXANDNHImbmGLIcasT) 
SE DECISION M?iDE: 30-Am-1999 
510(k) SUPMARY AVAIUBIE FIMM FDA 

DEvICE:imcGENERAPIDMRsAID~IFIcaTIcNASSAY 
SE DEZISION MADE: 09-JUIr1999 
510(k) SUMMARY AVAZABLE JZRX FDA 

D~~:~~cS~~~lO,~~~~AuDI~ 
SE DECISION MADE: 25-JAN-1999 
510(k) .SUbNXU AVAILZUZ FRaM FDA 

DEVICX: INEGAOXSTICSAT22TAUTOMRTIC IMPEDANCEAUDIcXXt'ER 
SE DECISION MADE: 17-M?X-1999 
510(k) SUPNXtY AVAIUBLE FRX EDA 

DEVICE: IN!ERAmSTIcS~~AZ26CLINICAL IMPEDANXAUDI~ 
SE DECISICN MADE: 17-MAY-1999 
510(k) .XNMARY AVAXABLE F!FUN FDA 

DEVICZ: INCERhC3XJSTICSEP15ABRSIRNDALfZNEUNIT 
SE DEiCISICN MADE: 25-CCT-1999 
510(k) StlNQRY AVAZAEEZ FRaM FDA 

D~~:Icn,56W(~~C)soFT(~~~IC)coNllAcT~s 
SE DECISICN MADE: 16-FE&1999 
510(k) SXJMNPX AVAILAMX = FDA 

DEVICE:QcTBsNEMINENL ANALYSIS SoFIFlARE 
SE DECISION MADE: 03-SEP-1999 
510(k) STATmmm 

DEVIC3Z:IMPGETECXbQLGIESSTERIcAM, OXF'LE%DFG'+J?EANDTRNIEV7IMPGIPG 

SE DECISION MADE: 07-JAN-1999 
510(k) ,sUmRY AVAIUGUZ F'FUX FDA 
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m?lGE-GuIDmNEumm1Cs,INC. 
ATTN:MICHAELJRENNER 
570 BALE AVENUE bKR!IH 
(INKDm,MN 55128 

I.@Gmxmmm1Cs, Iic. 
ATTN:MICRAEXoJRENNER 
2290 ENJ GJiT..LlE EWD 
MELEXXTRNE, FL 32935 

jxxsGaDmNEuIIoux1cs,INC. 
ATIN:MI~J~ 
2290 EAU GziL!Lm BLVD. 
MELEOURNE, FL 32935 

ATm:MIcHAeL RENmm 
2290 EAU GALLIE BLVD. 
MELBOURNE, FL 32935 

ll4?GmscIENcEsINTLl., INC. 
ATIN: F03EFQEI-W 
1910 bKR.m PFNN m. 
HATFRZD, PA 19440 

510(k) No: K983539 
FHCNEND: 651-702-1095 

510(k) IW: K990907 
PHCNE No : 407-757-8990 

510(k) NO: K992304 
FtDNE No : 407-757-8990 

510(k) No: K992796 
FT33NE No : 407-757-2290 

510(k) No: K991518 
FHONENO: 215-997-5666 

?lNxxNrnICAL -m, INC. 510(k) No: Km991526 
Acrm:w BLAKE PHONENO: 714-708-7748 
3050 RED= AVE. 
cDYl?A MESA, CA 92626 

IM?cxNa1a 510(k) No: x993936 
BIOPmDFXICE, 5bMS.T.~ BRJZAST BIOPSY DEVICE 
ATrN:JuLlE pcxIJEL;L ppK=NENo: 616-629-5811 
8850M-89 
RI-,MI 49083 

IMATICN CORP. 
ATI'N: -GSLAmS 

510(k) I0 K984252 
PFDNENO: 651-704-3536 

lIbRTI~F'LXE,DIS-4B-75 
OAKDm, MN 55128-3414 

IMAm, INC. 510(k) ND: K992740 
C-100, C-150, G150LXP CR C-150XP SCZWW? .YmTEMS 
ATTN: J.A. CoDvro PHCBENO: 503-638-5500 
389 OYSTER pOIIW BLVD. 
scuTHSANFRANc1scD,ca94080 

DEVICE:TRWXXXYGUIDE,MXXL#TGX-XXX 
SE DECISION MADE: 12-FE&1999 
510(k) SVQfNWT 

DEVICE: W INIRZDWER,MXXZLPI-lOXI 
SE DEXXSI@l MADE: 12-AUZ-1999 
510(k) SWDNfWT 

DEXICE:NAVIGUSTfwM;TDRy GUIDE,MZD~!IGXXXX 
SE DECISION MADE: 27-AlX-1999 
510(k) tsxwmmr 

DEVICE: ASPIRVION/IF?RIGATIcxJ CXWEIER,~ELAC'-loo0 
SE DECISICN MADE: 25-0X-1999 
510(k) STWmEtQ 

DEVICE:PANNQlE 
SE DECISION MADE: X-JUN-1999 
510(k) SU@AF?Y AVAZ?UXE FRX FDA 

DEVICE: ISQ%lAR I-125 INTERSTITIAL SEED, IQYXL IS-12501 
SE DECISICN MADE: 17-JUN-1999 
510(k) SUMAEU A- FH% FDA 

DEVICE: 15b%%SITESELXT BREASTBIOPSYDEVICE, 1OMSITEsELM;TN 

SE DECISICN MADE: 27-DEC-1999 
510(k) ,SUMAFY AVAIUBLE FRXd FDA 

DEVICE: IM?STICNTRlNU'ICDIGITALSYS'IEM 
SE DECISION M&DE: 25-&W-1999 
510(k) SUMMM?Y A= FFUX FDA 

DEVICE:EBTULTRAFWTCTSCWNfZR SYSTEM; ULTRAFAST cl? SCANNER SYSTEM; 

SE DEZISION MADE: 09-W-1999 
510(k) SUMARY AVAILABLE: FRN FDA 
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&5.OONlSELF-mPPIwHA 
510(k) No: K983563 

cm.sTEDLo(acTITEIMpLAN1‘s,ANDI 
ATTa:RcEBsTsuRA ??HONEtNO: 612-942-2060 
8ooOWST78THS~.,s~1m115 
EDINA, MN 55439 

510(k) No: K992512 
IvAcxmoRATIoN axwmTI~NIR-3.3mSEw-mPPmHAax 
ATlT?:FoBEmsuRA PHONENJ: 612-942-2060 
8ooowEsT78THST., SUITE115 
EDINA, MN 55439 

I.JwcsTICs INC. 
i?tzEEm Lzlw&N 
60 PINEVIEM DR. 
BUFFALO, NY 14228 

510(k) No: K992878 
PJKNEIQ: 716-691-0091 

ll+fMEDIcA, INC. 
A!rTN:rnY EtxEFn 
100 PASSAICAW. 
-, NJ 07928-2848 

510(k) No: K984357 
F'I-KNE No : 973-635-9040 

IMMEDICA, INC. 510(k) No: K990848 
TERN?GFIxA!r1CHSYsTEM,msFxMINI EXIUUALFIXATICN 
ATrN:mY EEXERT =NO: 973-635-9040 
1OOPASSAICAVE. 
a3Ixam4, NJ 07928-2848 

It4wD1m, INC. 
ATIN:RoY FXXERT 
100 PASSAIC AVE. 
-, NJ 07928-2848 

510(k) No: K991723 
PHONENO: 973-635-9040 

IEPIIJNETICS, INC. 
24 
ATlNzANOFUWELWIN 
63 EXXERsT. 
-,, MA 02142 

510(k) No: K991062 

PHONENO: 617-492-5416 

l?ebmm!ICS, INC. 
24 
ATINzANDREWELEXTN 
63 RXERST. 
CaMBRIDGE,, MA 02142 

510(k) M3: K991063 

PHONENO: 617-492-5416 

lIlmum-, INC. 
ATIN: ERICSI-KZ 
228Osvm 
SUITE 106 
DALLAS, TX 75234 

510(k) No: K992041 
PHONE No : 972-247-3616 

DEIIItlE:~4.00&5.~sELF-?2IpPING~ITE~, IMCOR 4.00 

SE DECISION MADE: ll-J'AN-1999 
510(k) .s'mmm~ 

DEVICE: ALTIVA cxmxATImm3.3MM~-TAPPmm~,ALT 

SE DECISICN MADE: Ol-W-1999 
510(k) STATEMENT 

DEVICE: ANTI-TISSUE TRANW 
SE DECISION MADE: 15-W%1999 

(TlqANTIBoDYTEST 

510(k) STATmEm 

DEVI(X: TRANSFX EXTEWALFIXATIONSK~ 
SE DECISION MADE: 04-MAR-1999 
510(k) .VAmMmT 

DEVICE:TRANSFXINTER%DIATEEXTERML FIX?QICNSYSIEM,TRANSFXSMAXM 

SE DECISION MADE: 17-MAY-1999 
510(k) smmmvr 

DEXICE:TFtANSFXMULTIPINCXMP 
SE DECISICN MADE: 22JuG1999 
510(k) STXtmmm 

DEVICE:QUALICGDEB. E~GEM~N IGM WESTEXN BLUe KIT, NYJEL DKa62-0 

SE DECISICN MADE: 21-SE%1999 
510(k) SUMMAW AVAIUBLE FTicEi FDA 

DEVICE:@JALICXXEB. BURGDORFERI IGG WESTERN BUYT KIT, WDEL DK-c052-0 

SE DECISION MADE: 21-SEP-1999 
510(k) SUMN?@Y AVAILABLE FFXX FDA 

DEVICEt:FGLISAANA~ TEST SY=, l%EEL 7096-11 
SE DECISION MADE: 23dJLr1999 

510(k) SOWARY AVAILMLE FFXX FDA 
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I24wNcD~ICSYsTEMs LTD. 
ATT?: PAUL PUNl'IN 
10DIJXWMY 
JxxmBusIN!sSPARK 
EKmxN,TYNE&wEAR, 

l%?mmsTIG, INC. 
ATITizvIImmrP~ 
3505 SUNSET AVE. 
OCEAN, NJ 07712 

IMeAx TlzcHNoIcGY INC. 
s3m,pmJGS!r --I 
xrm:PAUm PFEIFm 
455 PHILLIP ST. 
-, -0, 

IMPLmm.r,LTD. 
AlTN:MAuRIm VALEN 
198-45 FWlMILLAVE. 
I-XIEUm, NY 11423 

IMPLmrlxrmATI~s, INC. 
ATI'N:mIAMGOQNETY 
4555 RIVERSIDE DR. 
PAM BENZ GARDENS, FL 33410 

IMPLANT INTKmTIms, INC. 
ATIN:-G- 
4555 RIvERsIDE DR. 
PAW B?zAm GARDENS, FL 33410 

IMPIANr IIwmATI~s, INC. 
ATIN: WITUAMG- 
4555 -IDE DR. 
PALM BE?Mx GARDENS, FL 33410 

IMPIANrsc~coRp. 
m:-L- 
107 AUDUEXN R!XJD, #5 
Li?SEFIELD, MA 01880-1246 

IMETnED, INC. 
FR) #33818 

ATmtAIvn-mYL~ 
313 PLl%smr ST. 
-, MA 02172 

510(k) No: K991998 
E'IKNEi NO : 440 191 5190660 

510(k) No: K992759 
F5-mE No : 732-91B-0770 

510(k) Wz K993532 

PHONENO: 519 746 2900 

510(k) No: K982925 
PI-KXEtNo: 718-465-1810 

510(k) No: K983347 
PHONEID: 800-443-8166 

510(k) ND: K991947 
F'lXUE No : 561-776-6700 

510(k) No: K992334 
PHXENO: 800-443-8166 

510(k) NO: K990193 
PIIONENO: 609-924-9510 

510(k) No: Kg90509 

FJIXNENO: 617-923-6375 

DEWICE:GAbNA-B25-HYDROXYVITAMINDRIA 
SE DECISICN MADE: 1-7~SEP-19% 

510(k) STATEMENll 

DEVICE:oOLONALEJRTTEST 
SEDEXXSICNMADE: 06-DEC-1999 
510(k) W 

SE DECISICXO MADE: 15-DEG1999 
510(k) .sWMmY AVADXEuZ FRmFDA 

DEVICZ:LAMINWSDENTALlMmANT 
SE DECISION MADE: l&MAY-1999 
510(k) SrAW 

DlXICE:CGWYl?ITEDENTALlXPLAmS 
SE DFZISION MADE: 06dAN-1999 
510(k) sWWmRY A- FFuN EDA 

DEVICE:31C?EZ?WICAwTlMENTSY~ 
SE DECISICN MADE: 29&E&1999 
510(k) cX@NhRY AVAIMXE FXN FDA 

DEVICEt:EiND@BXSTMmpsJrsAND~ TIN CQbTING 
SE DECISION MADE: 08-W?-1999 
510(k) SUbWJW AvAIlllBLE FMJ FDA 

DEVICE:IODINEEWAc%KTHERApy ls3zEDS,~EL3ooo 
SE DECISICN MADE: 20-&W-1999 
510(k) SUNMARY AVAILXGE FIX% FDA 

(16 FR) #33816/OLIGcN FOLEY Cm%!rm (18 

SE DECISIOPJ MADE: N-MAY-1999 
510(k) SUMNZ AVAILABm FliDM FDA 
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lYMPLExo3Rp. 
ATIN:- mIE 
80 - DR. 
rcmNDm3, NJ 07401-1600 

IMPLE!xo3Rp. 
ATIN:Fa-xEKr POXIE 
80 (LtXMXX DR. 
PUBWALE, NJ 07401-1600 

A=zpcGGIE 
80 - DR. 
TlixmDm, NJ 07401-1600 

lIMPlxxo3Rp. 
lJLcTx:JoHN z?.axxo 
80 - DR. 
ALLENDALE, NJ 07401-1600 

IMPLExo3Rp. 
ATIWJOHN SQ%I&X 
80 - DR. 
AIl.ENDALE, NJ 07401-1600 

IMFTEXCMIP. 
ATIN:- Faxm 
80 CZCMEXE DR. 
ALLEND-, NJ 07401-1600 

lItmExcoRp* 
ATm:RoBEKr FOXIE 
80 - DR. 
w, NJ 07401-1600 

TMPLMOJRP. 
2YY-zzzz 
m:m SCHLPM) 
80 CcpiplERQE DR. 
zlrLENoALE, NJ 07401-1600 

IMPRA, INC. 
AlTN:KRISTIMKISImER 
1625 WEST 3RD ST 
P.O. Box 1740 
TEMPE, AZ 85280-1740 

510(k) No: K982751 
F?Km.sm: 201-818-1800 

510(k) NO: K983835 
mcmN0 : 201-818-1800 

510(k) I0 K983837 
FWONFSNO: 201-818-1800 

510(k) No: Kg84290 
PHXENO: 2Ol-Em-1800 

510(k) No: K984291 
PIloNENo: 201-818-1800 

510(k) I\R3: K990183 
PHONENO: 201-81&1800 

510(k) W K991869 
PliKXlENo: 201-818-1800 

510(k) No: K992409 

PHXENO: 201-818-1800 

510(k) No: K991027 
PIKXVEJW: 480-894-9515 

JA aLJu.8.. N.&J r-‘u, “.LUIl 

!ADE: Ol-FE%1999 
510(k) SUN%RY AVAIUH.E FIEQM FDA 

DEVI~:IME'LEXCUWINWM PArIEIm-msIcNm~P~ 
SE DECISION MADE: 15-&W?-1999 
510(k) SUMMARY AVAIUmE FRBM FDA 

DEVICZ:l%DRtXELtACEZHXAR aGEsYsTEM 
SE DECISICN MADE: 01-1999 
510(k) SUMMARY AVAILX%E FlQl FDA 

DEVICE:IMFLEXRADIALHE?iD~SYm 
SE DECISICN MADE: Ol-JUN-1999 
510(k) SUbNARY AVAIUBLE FRc)M FDA 

DEVICZ:cYZNl?INuuM~SYSTEM CKBALT CXRXIXM ALLOY TIBIAL 03MpcNENT 
SE DECISION MADE: Ol-FEB-1999 
510(k) SUMtGRY AiNL?iEm FFxX FDA 

DEVIC!E:lHPLEX ALJmINi-HEAD 
SE DlXISIcN MADE: ll-JUN-1999 
510(k) SUMMARY AVAILAKLF: FEuX FDA 

DEVICE: Cn3REXHIPSIW,t0XLO1-128-xxxxX 
SE DECISICN MADE: 14-JUI.r1999 
510(k) SUMMARY AVAILWLE FFxX FDA 

DEVICE:THEIWUX~uLAREJUpTIQ&KHXJSAcmX3uLm aJP, mm xx- 

SE DFCISION MADE: O&WI'-1999 
510(k) SUHHAFU AVAZABLE FRopl FDA 

DEVICE: BI-DIRECTICNQL !WNmLER 
SE DECISICN MADE: 22-APR-1999 

510(k) SUNMARY AVAIUEXE FRCN FDA 
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RaEco3Rp. 
ATIN: M.K. PA- 
24OlIxxmD 
z4RlxmE,oK73401 

IMrEcQ3Rp. 
ATIN: M.K. PATTERXN 
24OlImsmI~ 
I4TamRE,oK73401 

IN-LJNEDI?GXXTICS~. 
ATlNz&mTmEwLBAYNIE 
117 WEsr 200 sarm 
F'AMMXN,WI'84025 

IN-LINEDjXIQX'ICS03RP. 
IITIN:MRrrHENLHAYNIE 
117 w. 200 s. 
F?VWWXW,W84025 

INBIaS INIL., lx. 
ATlmESTEmIFrmxAuDHuRI 
562 XT. AVE. SCU'IR, SUITE 600 
-, Wi 98104 

INBIas IIWL., INC. 
AllTIN: EsrELA RAYcBAuDHuRI 
562 IST. AVE. SCUl'R, zWI!IE 703 
SEATIZE, WA 98104 

INDIcoMEmc?%,INC. 
A!lX'J:JAQUELYNAHUGHES 
10123 ALLIANCE RD. 
CXNXWATI, Cm 45242 

INDIGoMlmmL,mc!. 
ATIWJACQUELYNAA 
10123 ALLIANCE PD. 
CINCINNWI, cX 45242 

510(k) No: K982951 
PHXENO: 405-223-4456 

510(k) No: K990983 
FTKNENO: 580-223-4456 

510(k) No: x983551 
PHONE No : 801-451-9OOO 

510(k) No: K992227 
PHXENO: 801-451-9OCO 

510(k) No: K991515 
PHONENO: 206-344-5821 

510(k) IW: K992695 
E'EDJEZNO: 206-344-5821 

510(k) IW: K990851 
PHN3No: 513-786-7987 

510(k) No: K992262 
PKINEINO: 513-786-7987 

INDIVIDUAL MCNI- SY-, INC5lO(k) No: K992410 
ATIN:DAVIDTKlWJSMAN PHONE No : 410-296-7723 
1055 !IWiXR AVE., SUITE 300 
BAL!I?DDRE, MD 21286-8334 

INDusMEQIcmELTD. 
ATIN: P.K. FtEDDY 
144, S.P. RD., EIEGUMPET 
HYD- T4ImmA FVADESH, 

510(k) No: K991374 
FH3E I'D : 914 077 60241 

DEVICE: IMIECBIOF'IN 
SE DEXZtSICN MADE: 21-J7lN-1999 
510(k) SUMWGZ AWUL?iFU FXN FDA 

DEVICE:I%~~IFICATI~~~HI'ECSENDA~MDI 
SE DECISICU MADE: 13-APFt-1999 
510(k) SON!?NX A- FRX FDA 

DEVICE:UUT+C?iNIIMCNI'lXt? 
SE DEXXSICN MADE: 27-&W-1999 
510(k) SUMM?@Y AVAILABLE FRckl FDA 

DEVICE: GRIT-LINEi lGNIXR III (CIM III) 
SE DECISI(3N MADE: 3O-JUL-1999 
510(k) SOWARY AVAIWXE FRX EDA 

DEWICE:IIWJREERXZWCYTESI! 
SE DECISICN MADE: 28-MAY-1999 
510(k) f%mTmEm 

DEVICE:INSURZPRJTEsT 
SE DECISION MADE: 18-CXX-1999 
510(k) SIWZdEW 

DEVIcsE:INDIGoLASEFfJFI'ICTF@NMmTSY~ 
SE DECISICN MADE: 3a-MAR-1999 
510(k) W AVAILWLE FRCN FDA 

DEVICE: INDIGOPRXJXiE SEEIQING NEEDLE -SYSTEM 
SE DEiCISIoN MADE: 04-CXT-1999 
510(k) SUWAFW AVXLABLE FRX FDA 

DEVICZ:ACTITRAc 
SE DECISION MADE: 15-CCl?-1999 
510(k) SUiWARY AvAILABLe FTMM FDA 

DEVICE:I!WIGRA 
SE DECISICN MADE: 15-JUN-1999 
510(k) srAmmm' 
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INFIumm, INC. 
A!lXN:J@XI'HAN SKAHAN 
555 - !STREEF, N.W. 
mlsmcIm,Dc2m 

510(k) No: K991792 
FHCNE NO : 202-637-5794 

INFImmE, INC. 
ATIN:JoN?m%NsKABAN 
555 - SX'REEC, N.W. 
-,Dc2ooo4 

510(k) No: K992277 
F'FDE No : 202-637-5794 

INi!USICNDYN7iMICS, INC. 
ATm:?HcpIAs BEmE 

510(k) IQ: K992044 
PHONEIIW: m-951-9596 

116 VILua?i mumv~m, 
SuITJz200 
FFUKEWN, NJ 08540-5799 

INIaTMEmcaL,mC. 
ATIN:MARK m 
2400CRI~ENDRlXZ 
LOUISVILLE, KY 40217 

TiNNERDYNE, INC. 

?z!ITkRIM GAYKaam 
5060 Wl?ST AMELIA EFGNART DR. 

SALT LAKE CITY, VT 84116 

INNERDYNE, INC. 
ATl3J:RIcK fc2wama 
506oWESTAMELIAEARHARTDR. 
SALT LAKE CITY, Ul! 84116 

lINNEBDYNE, INC. 
ATm:RIcK GAYKDWSKI 
5060 WEST IGELIA EARHAIiT DR. 
SALTIAKECITY, UT84116 

INt@RvISIcN, INC. 
ATIN:FRANKMmS 
6258 SHADY GR.3.B l?DRD. EAST 
MEX'HIS, TN 38120 

INNEmIs1m, INC. 
ATTN:FRANKMLEWIS 
6258 SHADY GIBVE m.ERsT 
MEHFWIS, TN 38120 

510(k) ND: K9846OO 
l3DJENo: 502-634-5900 

510(k) No: K974519 

FTBG3 NO : 800-669-4869 

510(k) No: K990493 
PHONE No : 8Ol-35O-3600 

510(k) No: K990854 
PIlcNE No : 8Ol-350-3600 

510(k) tVO: K991877 
FHCN3iW: 901-682-0417 

510(k) No: K992345 
FfmE No : 901-682-0417 

DEVICE:CZY~~~CSYSTE&l,MODELCXY~WI?HTUF~ 
SE DECISION MARE: 12-AUG1999 
510(k) SUHfARY AVAILAEU m FDA 

DEVICE:~E@IEANC%~ORSYSTEM 
SE DECISICN MADE: 30-JOb1999 
510(k) SUt+@QX AD = FDA 

DEVICE:INFUSIoNDYNAMI~RX%RINFUSERMcDELMlOOB 
SE DECISION MADE: Ot?-SEP-1999 

510(k) S-mTmmr 

DEVICE:MEX'RAPSPIIL)(IEDUREKrT 
SE DEcISIm MADE: 03JuN-1999 
510(k) SUbZARY AVAILABLE FfMM FDA 

SE DECISION MADE: 07-JAN-1999 
510(k) m AVAIUBLE FRDM FDA 

DEVI~:INNERDYNEGENERICRAD~MPANDINGD~CN,G~DEVI~ 
SE DECISION MADE: 18-MAY-1999 
510(k) SUmAR!f AVAIUBLE FEMM FDA 

D~~:~~RADIP;LS;YEXPAFIDINGDILATION,"~DEVI~ 
SE DECISICN MADE: O2-A-1999 
510(k) SU@¶ARY AVAIUBLE FfiaM FDA 

DEVICE:MACHEDPAEDixI'RIC IITiwmDuL;LARyNAIL 
SE DECISICN MADE: 06-AIX-1999 
510(k) STAmmmr 

DEVICE:C%lFtISnXIDIASsLIM!MP EUXXR0DEINSEm 
SE DECISION MADE: lo-SEE-1999 
510(k) S?mTfXm 
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BZ INC. 
ATnJ:RANDY l,!cmum 
4420 .txUI'B 32NoST. 
F'KENIX, AZ 85040 

555 - .'TkEET, N.W. 
~,DC2ooO4 

INIUJASIvED~CES,INC!. 
ATIN:Eiuc BANNCN 
734 ?tKxEsT ST. 
MAR1;BoRxwGH, MA 01752 

INMXASIVEDEVICES,INC. 
ATIN:- l,TxwnN 
734 Ftrxasr ST. 
MMUBXXB, MA 01752 

INVXASIVEDEVICES,INC. 
AT-m:- l.fzmmw 
734 FcxEsT ST. 
-, MA 01752 

INtQVASIVEDEVICES,INC. 
ATrN:- MlLRAHAN 
734 FOREST ST. 
-, MA 01752 

INNYG?SIVEiDEVICES,INC. 
ATm:- l,tmABm 
734 FOREST ST. 
-, MA 01752 

~IVEDEVIC!ES,INC. 
ArTIN:- - 
734 Etx?EsT ST. 
-, MA 01752 

INN(xrATIvEDESIGNASSCC. 
AlTNzJEFRfDVLOK?i 
561 FAST SADDLE RIVEX 
UPPER SADDLE RlYEFt, NJ 07458 

510(k) NO: W94OlO 
PHONE No : 602-2684930 

DEVICX:~zGEm$% SBAPELZZRFIBER 
SE DECISION MADE: 17-DEC-1999 
510(k) e!mummn 

510(k) No: K984117 DEVICE: INMJVA TELESCDPIC DI- 
FTDN!INo: 202-637-5813 SE DEiCISICXt MADE: lO-FEB-1999 

510(k) SUMtQRY AbRlUBLE FwaM FDA 

510(k) No: K983560 
FI-KNENO: 50846043229 

510(k) No: K984490 
PBCNENO: 50846043229 

510(k) No: K990454 
FEONENO: 588-460-8229 

510(k) No: K992377 
FT+lmE No : 508-460-8229 

DEVICZ:INEOVASIVED~CES ~TIBIALFIX?iTICNFMTENER 
SE DECISION MADE: 28-JAN-1999 
510(k) SUMMARY A- FRX FDA 

DEVICE:svruRELEss~ 
SE DECISION MADE: Ol-MAR-1999 
510(k) SL%MFZ AVAILABL FEXM FDA 

DEVICE:BIGV~ 
SE DECISICN M7iDE: OldtILl 
510(k) SUMMARY AVAIIXLE Fmd mA 

DEVICE:RC!ACK 
SE DECISICN MADE: 08-Cc%1999 
510(k) SUM4ARY AVAILABLF: FRX FDA 

510(k) No: K992458 
EWNENO: 580-460-8229 

510(k) b0: K993975 
FJHCNENO: 508-460-8229 

510(k) ND: K990496 
PHONE No : 201-760-9550 

DEVICE: RcMULTISUlY.REBDMEANCHX,MJXL4453/~54 
SE DECISION MADE: 14-a!T-1999 
510(k) SUMMARY AVAIMBIE FRQM FDA 

DEVICE:ABSOLUI'EABsoRBABLE~~ 
SE DFiCISIGN MADE: 20-DEC-1999 
510(k) SUbMRY AVAIMBLE FAQM FDA 

DEVICE: ANESFLCIW-DUALDRIP IVINFUSICNSET 
SE DECISION MADE: 01-J&-1999 
510(k) SUbMARY AVAILABLE: FRX FDA 



=JEMITTERADDRESSLISTI~F~R~DRH~~ALLY &VNXEWC (a) 510(K) SUMMARIES OR 510(K) m 
FoRFIN?%D~ISI(xJSRENDEREDDURINGTHE PEFUC0 Ol-JAN-1999 

06-JAN-2m 
THFXXGH 31-DE&1999 Page 179 

INNI)vizTIvE- -, L510(k) No: K992983 
ATIN: GJBAUI GOIGITZER PHONE No : 954-217-8780 
1112 - RD., SUITE 227 
FT. LAUDERDALE, FL 33326 

rNmwmvE~m;Lm 
A!rTN:RPimEvKoMAR sK;cD 

510(k) m: K993221 
pHoNENO: 667 442 8408 

llczxnEmm3IiaAD 
-, -,-, 

~GuJvfxsQ);LTD 
ATIN:IQLJEEvKrJMAR Sam 

510(k) No: K993222 
PHCUENO: 667 442 8408 

llc.xnmfIm3m 
-, -,=@-x-EA, 

INNCWATIVECWVESO~;L~ 
m:RFJEEvKuMAR soIx3 

510(k) m: K993325 
PEKN!ZNO: 667 442 8408 

llcx!mEvI~3m 
-, -,-, 

INKWWVE MEDIC S3LWmNS, INC510(k) No: K990052 
ATl'i'J:LMREWEESIEFJ,JR FJJKNENO: 414-569-5716 
1250 NEiWRXC DRIVE 
oozxnmm, WI 53066 

IlWVADI%NXQ ICS, INC. 
ISA 
A!rIN: BRYscMYERs 
10180 SCRIPPS RANCH ELVD. 
SAN DIEGQ, CA 92131 

510(k) No: K984137 

PHCNENO: 619-586-9900 

INOVADIAGNOST Its, INC. 510(k) ND: K984222 
A7rm: BRYSCMYERS PHCNE NO : 619-586-9900 
1018OScRIPPS~xLm. 
SAN DIEW, Ca 92131 

INCWADIZZNWT Its, INC. 
ATm: BRYSCMYERS 

510(k) No: K984234 
PHONENO: 619-586-9900 

10180 SCRIPPSRANCHBLVD. 
SAN DIEXX), c21 92131 

INCWADI&NXT Its, INC. 510(k) No: K984336 
A!rm: BRYscMmRs FXX%NO: 619-586-9900 
10180 SCRIPPS RANCH EL~D. 
SAN DEXB, CA 92131 

DEVIcE:BAHo AI-ncaAm CYmPE 
SE DECISION MADE: 07aCrr-1999 
510(k) SUbWiRY AVAIUBiX I?FxX FDA 

DEiVICE:lWmCIVE~,~ 
SE DECISICN MADE: 05-W-1999 

ExAMmm~GuxrEs,P~~ 

510(k) fn7ammT 

DEVIC.X:INNCWATIVE~,LATEX ExMmATIcbJc;ILxIEsm~ 
SE DECISION MADE: 05-NO-V-1999 
510(k) t3TAQmm 

DEWICE:INW~ATIVEGL~VES,NITRILEBUTADIENERUBRERFWDJZR-FYREE 
SE DFCISION MADE: 05-NOW1999 
510(k) S?mTama 

DEVICE:TEGEoSYsTEM 
SE D~ISI(xJ MADE: 19-FE51999 
510(k) SWWsRY AVAILAEU ?B.X FDA 

DEVICE:QuANlTiLITECELIACSCBEQ?(TI~TRAN~ /-IN) EL 

SE DECISIQN MADE: 28dAN-1999 
510(k) +%WmmVr 

DEVICE:QUANALI'IELyME IGGEXBA 
SE DECISION MADE: 15-APR-1999 
510(k) ttxwwmr 

DEVICE:QrawraLITELyME IGMELISA 
SE DECISICN MADE: 15-APR-1999 
510(k) ss%TEmm 

DEVICZ:QJANTALITEGBMELISA 
SE DECISION MADE: 08-F'EB-1999 
510(k) STATEMENT 
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INXADIAGKETICS, INC. 
ATTN: BRYSCMYERS 
10180 SCRIPPS~BZVD. 
SAN DIEGO, CA 92131 

510(k) No: K991657 
PHCNEIW: 619-586-9900 

- A.S. 510(k) No: K991938 
ATIN:EiRUCERN!NNIN FJI-EWNO: 508-393-3100 
P.O. BOX 809, 27 Sormr sl!REln 
NoTrrt-IEoRoIK;H, MA 01532 

INscopE, ILL82 
ATIN:AL WEISENBORN 
19526 EAST LAKE DRIVE 
MIAMI, FL 33015 

510(k) No: K992477 
PI-KXEIW: 305-829-3437 

INSIGHT TwINoLM;IEs INmm, 510(k) No: I(984537 
m:- - F'KBENO: 203-876-3481 
264QUARRYFoAD 
MILFORD, cr 06460 

INsPIREDmIc7&PFmUmSLTD. 
ATIN:PAULEDFG?DEN 

510(k) No: K991725 
PFDNENO: 317-335-3780 

6329 W. rcwmvm$ C-r. 
Mclxmm, IN 46055-9501 

INSTImMx 
ATIN:LINDA JALBEIiT 
ResERvDIRw 
1601vxawELofMbD 
WILTHAM, MA 02451 

510(k) No: K983742 
pHcNENO:800-448-8168 

INsrRm am. 510(k) No: K992385 
ATI'NzTCMMIJQKINIEMI pl-DNE No : 358-925-8854 
300W!l%TEDZRlQNAvENuE 
MILWAUKEE, WI 53207 

INSTR~TICN INDUSTRIES, INC. 510(k) NO: K983631 
ATIN:EDwARDcHoREY,JR. FEONE No : 412-854-1133 
2990 INDum BLVD. 
BITEEL PARK, PA 15102 

INSTRUMENIATICN INDUSTRIES, INC. 510(k) No: IV391785 
ENrm (WIW m ANDGA'~E),M~~LsBE~~~-SUR 
ATTN: TREIA LKCD m Iw3 : 412-854-1133 
2990 INDLJm BLVD. 
BFIHEL PARK, PA 15102 

DEYVICE:QJANt%LITEANAETJSA 
SE DEZCISIGN MADE: 17-JUN-1999 
510(k) m 

DEiVICE:~LAKl'IFICUU;SALNA 
SE DEiCISICN MADE: lO-AU&1999 
510(k) SUMMARY AVAXAELE FKM FDA 

DEVICE:- 
SE DECISION MADE: 24-AUG1999 
510(k) 5XJhN.W AVAILMLE m FllA 

DEVICE?J@BAKMESY~,~ELK3000 
SE DECISICN MADE: 14-M&Z-1999 
510(k) ts'mmmn 

DEVICE:SID~ NEBULIZER 
SE DECISION ME: 30-J&-1999 
510(k) SUN'GRY AVZLABLE EN&f FDA 

DEVICE: ITIDEN~ALIM~LANTSY~ 
SE DECISICN MADE: 15-MAR-1999 

510(k) S0M?iRf AVAILMLE IBZM FDA 

SE D=ISICN MADE: 28-S?ZP-1999 
510(k) STATmEm 

DEVICE:AUTO-PEEZ'V DEVICE, MB% # KC 9-P 
SE DECISICN MADE: Ol-JUIr1999 
510(k) S'mTmmr 

DEVICE:M%NUALJEZ'vENTILATDR(WITH~ ANDWXE), MANUALJETV 

SE DECISICXV MADE: 17-AU&1999 
510(k) STATEbmtc 
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INmIm INDUSTRIES, INC. 510(k) No: I@92670 
ATIN: TRICIA m PXNENO: 412-854-1133 
2990 INDUSTRIAL BLVD. 
BEYIFEL PARK, PA 15102 

IN-mDcD. 510(k) ND: K984437 
ATIN:- MAREm PHONENO: 781-861-4467 
113 J%KlNEU AVENUE 
Ll3zamm, MA 02173-3190 

IN-ON-CO. 510(k) IW: K990302 
~(CLAIHSADDAD'I0ACLFz1TuRA) 
A!MN:cTEaL - PHCNE No : 781-861-4467 
113 I-AKM%L AVE 
-, MA 02173 

mmm1oNm co. 510(k) No: K992704 
ATTN:c%imL MARBLE Pl?CNE No : 781-861-4467 
113 m AW 
-, MA 02173 

IN~ImLABoRATwiyal. 510(k) No: K992834 
A!rTN:cARoL MARBLE FSICCENO: 781-861-4467 
113 - AVE 
-, MA 02173 

INSTRUHENl'S K% MEDICINE AND DIWJSlO(k) No: x992508 
,= 
A!ITN:Tc!FxYsBEsr l?xNE No : 801-972-0500 
3959 WEST 1820 SOUIH 
SALTLWECITY, VI?84104 

INTEQ7A LIFESC!~ axv. 
ATI'N:JUDI'lHEO'GPADY 
105 - LPI. 
PLAINS-, NJ 08536 

510(k) No: K982180 
EECNENO: 609-275-0500 

IImFmALImmm. 510(k) NO: K990086 
ATI%:JUDI'IHEO'GRADY FWNEIM: 6G9-275-0500 
105 ?xlFuaN LN. 
lJiYAINSm,NJO8536 

lxrEmALIFEscIENcEs~. 510(k) No: K992216 
EmMENBRANE 
ATlN:JUDITHEO'GF%DY P?DIENO: m-936-2311 
105 IcJlGAN LWE 
F'LAINS-, NJ 08536 

DEVICE: OXYGEN ENFU- KIT, txXBLS SG 066, SG 067 
SE DEXZISION MADE: 17-SEE'-1999 
510(k) smTEz%m 

DEVICE:QAlVIEXASGCRP-F?I'C~IK& II 
SE DMlISICN MADE: 02-FEB-1999 
510(k) SUbMARY AVAILABLF: FKH FDA 

D~~:ILTEsTLAc~(~~D~'IDAcL~),ILTEsTLAcC 

SE DECISION MADE: 08-AF'Ft-1999 
510(k) SUMMARY A- F&xx FDA 

DEVIC&:ILTESTvoN~FACIW 
SE DECISION MADE: Ol-NW-1999 
510(k) StlMARY AWJIJ%LE FKM FDA 

DEVICE:GEM p.taNxm3ooo 
SE DECISION MADE: 24-NW-1999 
510(k) SUbWiRY AVWJiBLE FiQl FDA 

DEVICRTSXPIIOBE, CCULAF~C~NVACTPKOPE;TSX~,~XZL?+R~P&~B,E 

SE DECISION MADE: 19-AK-1999 
510(k) SUbWRY AVAILMLE E'KM FDA 

DEVICE:DURAGENDURALGRAFTMATNX 
SE DECISICW MADE: 06-JUL-1999 
510(k) SUMMARY AVAIMBLE FKH FDA 

DEVICE:HELJDEF~MC?ZLZEN~DF~ESSIGSO.~GRAMAND~.OG~?AM 
SE DEcISIa MADE: 31-MAR-1999 
510(k) SWMAEtY AvAILAEaE FK%i FDA 

DEVICE:BICMENDEKIENDABSORBABLE: CKKQGENMEMBRANE,BIWENDABSORBABL 

SE DEXZISICN MADE: 2-1999 
510(k) SUbWiRY AVAIIJWZ FKN FDA 
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lLIa%Fa MEDICAL 
ATIN: w. EmARD Jrx-iANsEN 
11661 SAN VICENJE BLVD. 
Los-, cA9cm9 

510(k) PlTo: K984030 
PHONENO: 3X3-826-4902 

-wm 510(k) m: K98l246 
L w (NL850-9720) VALVE KIT (M.850-9730) 
ATlN:r.oRI HAYS EWNE Kl : 800-997-4868 
8401102ND ST., SUITE 200 
PLEASANT PRAIRIE, WI 531585390 

ll.mEGmNEufimaREL;Lc 510(k) No: EC992006 
A!lXNzNANCYAMA?HEWSCN PIQZ NC : 858-455-1115 
5955 PACIFIC CENTER BLVD. 
SAN DIEGO, CA 92121 

- SURGICAL SYSTm4S, ICNC. 510(k) tw: K991081 
ATIN: R.D. HIBBERT PHONENO: 530-792-2600 
1850 RESFXQX PARK DR. 
DAVIS, CX 95616 

INTM;RITY MEDICAL SQFIWARE, INC. 510(k) I\K): K990833 
A!l.'IN:CRAIGAm PI-YSNE Iv3 : 903-595-0209 
403mBIRDLANE 
TYLER, TX 75701 

INImmADIoLlm,INC. 510(k) No: K992352 
m: MI- -KLEIN FKNEIW: 626457-1789 
24OOLmAINmAD 
SAN MziRIm, CR 91108 

INI!ELLIGEiXX ARTIFICIXLE APFLIC?QSlO(k) m: K991473 
A!l?IN:MAFiCJSCHEiINEX@I FKXGNO: 202-414-9243 
1301 K STREBT N.W. 
SUITEllOO-EAST- 
WMHIMX&DC20005 

-cs- 
ATIN: IANLFJYKEXT 
450 OLD Nlzswmm I 
P-0. XX 461 
IATHA&f,NY 12110-0461 

c0P.P. 510(k) ND: K983902 
F'l%XQn NO : 518-782-1122 

IR%RNATIm BIOE'HYSICS CORP. 510(k) No: K983272 
ATIN:H.DAVID SXCKLEY,JR PHONENO: 512-326-3244 
4020 .!XYXH INDUSTRIAL DR. 
SUITE 160 
AUSTIN, TX 78744 

DEVICE:VIPERSCFT 
SE DFCISICN MADE: 
510(k) Sx?xm@m 

lo-FEB-1999 

DEVICE:BEVERLY I?IQammIAL VALVE (NL850-9710) WIm -PERIm 

SE DEYCISICZ? MADE: 26-MAY-1999 
510(k) STATQ@Q 

DEVICE:~INSIRUMEmIKKDER,MXm300-33 
SE DECISICN BADE: 17-AUG1999 
510(k) SUMMARY A= FXXM FDA 

DEVICE:FRAME&%NELlfMMAT 
SE DECISION MADE: 25-JUN-1999 
510(k) SUMQRY AVAIQBLB FMX FDA 

DEVICE:lXSECALC,MX%VS.1.02 
SE DECISICR MADE: 08-JUN-1999 
510(k) SUbMARY AVAILABLE FlXM FDA 

DEVICE:ITR2000: IItmmExTELERAD1CLCGY,rm3ELRELFASE1.0 
SE DECISICN MADE: 29-SEX?-1999 
510(k) SUMSARY AMlIABLE Ffu.% FDA 

DEVICE:SIR%iN 
SE DECISION MDE: 23-m-1999 

510(k) SxJMQRY AVAILXUB FRm FDA 

DEVXZFIXLD -MRIsYsTEM 
SE DECISION MADE: 07-JAN-1999 

510(k) w Am FFXM FDA 

DEVICE:IBCFLCPUMF,~EL6ooo 
SE DECISICN MADE: 24-MR-1999 

510(k) SUbMRY AVAILXEE FRSX FDA 
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=IcNAz, BIOPHYSICS m. 
ATIN:H.DAVID .SNCNXT,JR 

510(k) tf0: K992964 
PlXlNENO: 512-326-3244 

4020 SWIH INDUSTRIAL DR. 
SUITFl16O 
AUSTIN, TX 78744 

DEiVICE:IBC~vALvE,~EL1400 
SE DECISION MADE: 19-N(xr-1999 

510(k) SUMMARY AVAILmiX = FDA 

-- mm, INC. 510(k) No: x984235 
ATIN:RuIH FFCICKT I?t?XF, NO : 770-582-0662 

DEVICE: B 125, MZDEL 125lL 
SE DECISICN MADE: O9-JUN-1999 

6QOOLIVECNKPAFGJGY, 
SUITE 107 
la?cmS,GA30093 

ImmNATI(mLISOTOPES,INC. 
PaTN:- EXLIS 

510(k) No: K992963 
PHONE No : 940-484-9492 

3100 JIMcHRIsT!AT.JRD. 
DENION, TX 76207-2600 

raG%mATIrn MED1cALSYm 510(k) No: K990515 
IWIN: Fi-ENENO: 
PO BOX 4936 
ANN?GQLIS, MD 21403 

~ICNAIJ !lIEamDYNE (xX8?. 
ATIXzJCt-lNMCW! 

510(k) m: K983475 
PHONENO: 732-548-5700 

80LsEN~m 
EDIScxqNJO8820 

INEGUGNCNAL -YNE a3RP. 510(k) No: I(990449 
ATlmJcHN CLAY E?bKNENo: 732-548-5700 
6ctLsEN~m. 
Emm,NJo8820 

~I(XAL~aNCEP!X 510(k) No: K984332 
SNRTGJALCXGtRA,SpM;TRAWHDDISVIINIIw3RAL~, 
A!rIN: Ausrm BRewIN PHONENO: 510-547-1211 
6114 LASAJXE AVE 
SUITE 330 
-, CA 94611 

mwINl!L. 
A!t'IN:L!fNNMRC#XKlTI 
181 TECl%V0= DR. 
IRVINE, CA 92618-2402 

510(k) No: K984578 
PHONE No : 949-453-3200 

-mINrL. 
A!lTN:LYNNMFCDARTI 
181 TM_HNDLM;y DR. 
IIFVINE, CA 92618-2402 

510(k) No: x990057 
PHONE No : 949-453-3200 

510(k) soMMAI7y AVAIL%LE F'ECN FDA 

DEVICE: 13RAD 125 I V SEED, bSXXLo 1125-0401 
SE DECISION MADE: 21-SE%-1999 
510(k) SUMMARY AVAILABLE FEMM FDA 

DEVICE:MFiTHIS~ AND BCBJE BIOPSY SY- 
SE DEiCISI0N NE: 13-MAY-1999 
510(k) SUhNARY AVAILABLE = FDA 

DElVXX: - P.ESKN= 
SE DECISION MADE: O3-MAY-1999 
510(k) SUMMARY AVAILABLE F'RCN FDA 

DEiVIcE:~ EiimmcmcSYsTEMvERIm~ImTuBE 
SF, DECISION MADE: 13-APR-1999 
510(k) t%tNARY AVAl3XTZ FTC&l FDA 

DEJVICE:SPECt'RAW1OOOSERIESINTRFyxw caMERAtsPEcrRAw2000sERIE 

SE DECISICN MADE: 29-APR-1999 

510(k) SUN!@-Z AVAILABL FRcpl E'DA 

DEVICE: SYNEFGYD2 SPIN?& IMPLANTS 
SEi DFXXSICN MADE: 23-MAR-1999 
510(k) SUNQRY AVAIIXXE = FDA 

DEVICX:SYNEFGYADJUSTABLELEXTHRoD 
SE DECISIC+I MADE: 28-m&1999 
510(k) SUbNARY AVATLmLE FaoM EDA 
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IilmBxmmm. 
ATlSQLYNNMFCDAKl'I 
181 TEXX'Dm DR. 
IRVDLE, CA 92618-2402 

510(k) No: Kg90131 
PECNEISO: 949-453-3200 

-mm. 
ATnJ:LYNN FmAFm 
181 WLCGY DR. 
IRVINE, Ca 92618-2402 

510(k) No: Kg91854 
PHSENO: 949453-3200 

,2167,216~~,~;221~,2212,2215,2216,2217,2220,2221,22 
510(k) No: K992369 

AlTN:LYNNMFCDARTI FJimE No : $49453-3260 
181 TEKBNI- DR. 
IRVINE, ~3 92618-2402 

~6?%3I% 2210 
ATm: PRxIi RF;-& I 

2211,2212 510(k) 2215 No: 2216 K993808 2217 2220 
PI&U& 9i9453-3200 

181 n DR. 
IRVINE& CA 92618-2402 

-sYm, INC. 
A!I'IN:JC&N CB.TfBY 
P.O. HOX 2219 
-, wt 98632 

510(k) IQ Kg83937 
PEDNENO: 360-577-1062 

IIwEFmxIcAL,INc. 510(k) No: K983610 
I,cl.m?-mMINIw/m, !CiXk i644,1644-T,1831,18 
A!lYNzZ?%A.SRGUNEIi%lAN ETKlNElm: 315-451-2900 
417 Exzcmxm Pmx. 
LmEREmL,NY130@3 

lImmmGIcAL,INc. 
A.TI%T?Zf&SRGUNERNQ 
417 -c?s PKW. 
LIvEfwmL, NY 13088 

510(k) NO: Kg84481 
P?KNElNo: 315451-2900 

IrmmsmG1m,m. 510(k) No: K990949 
cmARGuARDllw/GAs~ToRINGFoIiT 

bllUzTtK%GSR~ PHONEND: 315451-2900 
417 WCS PmY. 
-, NY 13088 

-, INC. 

Alrm:JAMEss- 
16331 BAY VISA DFSVE 
-, FL 34620 

510(k) No: K984294 

PKNEIW: 727-539-0833 

DEVICE:PROQSTEON IMpLANT5C0RREsoRBABLEBcNEGRAFTsuBsTITvllE 
SE DECISION MADE: 02-M?U?-1999 
510(k) SUNQRY AVAILZQU FRCN FDA 

DEvI(=E:osrwmAsT,mELmP200 
SE DECISICN MADE: 26-AUZ-1999 
510(k) SUMtQRY AVAILABLF: m FDA 

D?.ZVICE:SYNE%YINTEZmL SCREWS, Mm%S, 2161,2162,2163,2164,2165,2166 

SE DECISION MADE: 13-CXT-1999 
510(k) SNGRY AVAIUEU FRCN FDA 

DEVICE:SYNEZGYINBGRAL b!ixmms,mmNuMBERs 2161,2162,2163,2164,216 

SE DECISION MADE: 06-DE%1999 
510(k) SUN%RY AVAIUBLE FRQM FDA 

DEvIcE:DUALVIALCRE?fTININEREZENl' 
SE DECISION MADE: 06-JAN-1999 
510(k) SI'ATEMEN 

DEVICE:czEAR-GuARDMIDI,CZ&R~MIDIW/FLExTuBE, --m MIN 

SE DECISION MADE: 3O-A!?R-1999 
510(k) smxmmrc 

DEYICF,:EXH?GUICNVATmVE 
SE DECISION MADE: 29-&V&1999 
510(k) smxnmm' 

SE DECCSICN MADE: 15-JUN-1999 
510(k) STATEMENT 

SE DECISION MADE: 22-FEE&-1999 
510(k) SmTENmr 
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llIrTmAa aRP. 
ATIN: (I?iicuIA imrItx-Ta36A 
1330 PICXXRD DR. 

06-JAN-2000 
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510(k) No: K990664 
F'HXEi No : 301-258-5200 

DEVICE: PRIMASYSTEM-OLD, -ELISA-NEW 
SE DEXXSIGN MADE: 31-M?B-1999 
510(k) .SWYARY AWULM3LE F!R% FDA 

-,MD 20850-4396 

IrfImmLocAp. 
ATIN:.5HiRYL RUPFEL 
1330 PICCWD DR. 
-, MD 208504396 

lltamcmm. 
cxl 
~sZWESMESAA~S 

smmim, c?i 94087 

~CQRFCBATICN 
A!MN:JUDYFGQI?DBV 
18732 SAGINAW 
IIWINE, CA 92612 

m1cs, INC. 
ATIWAMY F?5FmEm 
651 CX4FUS DR. 
ST. PAUL, MN 55112-3495 

m1cs, INC. 
lLiIlN:AMy F5FlmEm 
6271 EiUEU! DR. 
EDEN PRAIRIE, MN 55436 

-TICS, INC. 
A!rIN:m YcmK 
651 CWPUS DR. 
ST. PAUL, MN 55112-3495 

m1a, INC. 
zi!llN:cATHy YOHNK 
651 cAMpuS DR. 
ST. PAUL, MN 55112-3495 

mre, INC. 
ATIWAMY pE!lmaN 
651 CAMF'US DR. 
ST. PAUL, MN 55112-3495 

510(k) No: K991074 
PHONEM: 301-258-5200 

510(k) No: K984405 

F'HXE No : -569-3860 

510(k) No: K993153 
PIXIE NO : 949-854-6314 

510(k) No: K981191 
EWNENO: 6X2-697-2076 

510(k) No: K990221 
PHONENO: 6X2-937-0322 

510(k) No: K990592 
PEKNE No : 612-697-2003 

510(k) No: K991929 
PHONEND: 6X2-697-2003 

510(k) IW: K992622 
PKNEN3: 612-697-2076 

DEXICE:F!?MXLSLEGICNELsLAURINARY ANlmENm1SATEsT 
SE DECISION MADE: 21-DFG1999 
510(k) SUhM?@Y AWULAEiW FEickl FDA 

DEVICE: ECBXIWFAMILY, MXBIS: ZL-1010,ZL-2OCO,&-2100,ZL-3ooO,zL4o 

SE DECISION MADE: 08-FEB-1999 
510(k) SXJMWGZ AVAILAEU FEMM FDA 

DJiVICE:INtNLWE6oocLASEBKERWWE 
SE DECISION MADE: 17-D-1999 
510(k) SU?WGtY AVAIUEXZ FFXX EDA 

DEVICE: IT1 INIRMAXGUIDECAW91, 78AND65 
SE DECISION MADE: 07-Am-1999 
510(k) SOtWiRY AVAILABLE FIMM FDA 

DEZVIcE:IMBAUJIL,PERIPHE!RALSTENI' 
SE DECISICN MADE: 02--JUN-1999 
510(k) StJMARY AVAIUBLE FIIcp\I FDA 

DEVICZ: m II 
SE DECISICN MADE: Ol-SEP-1999 
510(k) .SUMQRY AVAILMLE FRZN FDA 

DEVICE:- 
SE DECISION MADE: 04-Am-1999 
510(k) SUWARY AVAILMXE FIX%! FDA 

DEVICE: lXlVM?H IT1 GUIDEcmHEmX? 
SE DECISION MADE: 29-SE%'-1999 
510(k) SUW?W AVAIIXUE FRCM FDA 
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m1cs, INC. 
ATIN:~ YtxiNK 
651 CAMPUS DR. 
ST. PAUL, MN 55112-3495 

IMRAnREsEARcHLm. 
l3lTN:uXnSEC!MyERs 
b%8@3 N-E. 66lM STF@ET 
REQMBD, WA 980524712 

INIuITIVE~ICaL,INc. 
ATIN:JOHNNZC+?ICH,JR. 
1340W.MIDDLEFIELDRI3pJ) 
FcxmaINvIEw, a94043 

INvAm axP. 
ATINz~AKROLT., 
CmINvAcaRwAY 
P.O. mX 4028 
ELYRIA, C2-l 44036-2125 

-03Rp. 
ATTN:EDWARDAKFCCiZs 
P.O. Em 4028 
EL!CRIA, OH 44036-2125 

INVACARE cmP. 
ATTN: EXWRDARUXG 
ONEINVA~WAY 
P.O. HOX 4028 
EL!CRIA,CH44036 

IllwKmEoDRp. 
ATlN:EZ%RDAKROLL 
12cOmYLoRST. 
EzxRIA,cH44035 

INvAm 03FfP. 
M?CNzEDi%RDAKROLL 
cNEINvA~w 
P.O. BOX 4028 
EZfRIA,CH44036 

INVAW 03RP. 
ACC?N:mAK&QLL 
12OOmYmRST. 
EuFuA,m44035 

510(k) I'0 K992816 
FHCNENO: 612-697-2003 

510(k) No: K982208 
PENENO: 425-867-0892 

510(k) No: K990188 
PkKNEtNO: 650-237-7195 

510(k) Im: K982242 
F'HC@E No : 440-329-6569 

510(k) No: K983627 
PmQENo: 440-329-6595 

510(k) No: I(984295 
PfX3W No : 440-329-6595 

510(k) I0 Kg84447 
FT-KPENO: 440-329~6ooo 

510(k) No: I(990157 
PKNE NO : 440-329-6595 

510(k) No: K991119 
PB3NJ.3 NO : 440-329-6595 

DEVICE!:MZDIFICATIcN!IO~ 
SE DECISION MADE: 15a-1999 
510(k) SUMt@%Y A- FFCH FDA 

DEVICE:lRL -(TM) INIRA-UL~ m 
SE DECISICN MADE: 27--1999 
510(k) SQQQRY A- FfUB FDA 

DEiVICE:~~IamvIEw 
SE DECISION M4DE: Ol-APR-1999 

ENtmcoPIcSYSTm,MxxxLSvS-1 

510(k) SUMARY Am FIioM FDA 

DEvICE:INVACQ?ECl?AP 
SE DECISI~ MADE: 27-&4N-1999 

510(k) SQ@l?@Y AVAILAm FROM FDA 

DEiVICE:vENTuREIHo1COHQMEFILL -H3ME0XYGENSYSTEM 
SE DFCISICN MADE: 22-CX!T-1999 
510(k) SmTmmT 

DEVICEi: INVACM@CHEiCKO2 PLUS 
SE DECISICN MADE: 09JuG1999 

axtammAm~Ym(c16-IE(Jco2PLUs) 

510(k) SUMmRY AVAIMELE FEiaM Fm 

DEVICE:~~ACMCNATIIMANUALwHEELcHAIR 
SE DECISION MADE: OS-JAN-1999 
510(k) SUMARY AVAIM3LE FFCM FDA 

DEVICE:~ELTOPEND mssmw 
SE DECISI(3N MADE: 03-FE!E1999 

510(k) SUMBRY AvAILABLe FRaM FDA 

DEiVICE:TILT/RECLINERFORKMB~,~~2G 
SE DECiSICN MADE: 19-AUG-1999 
510(k) SUMARY AVAIIMIZ FICM FDA 
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ltIammao3Rp. 
ATJJN:EDhlARDAKK&L 
12009JlYIDR~ 
EURIA,OH44036 

-03Rp. 
ATIN: El%?ARDAKmLL 
CNEI-twaREwAY 
P.O. B3X 4028 
EL!i-fUA,cH 44036 

P.O. BOX 4028 
EURIA, CH44036 

INvAm OSRP. 

ATIN:El%%EDAKl?OLL 
CmINvA~W 
P.O. BDX 4028 
EIXRJA,~44036 

IcNFD,mc. 
ATIN: W.TIM MILLER 
3385 WEST 1820 ScxlTH 
SALTL?iKECITI, ‘Jl?84104 

IRIDEX cm!?. 
ATTN:EmD REtam 
1212 TERRABEUAAVE. 
m VIEW, CA 94043 

IRVINEBICNEDICAL,IK!. 
lY!Ll??:m To 
2146-A MICHEZSCQ DR. 
IRVINE, CA 92612 

IRVINEBICN.EDIC7&,INC. 
ATIN:= TJ 
2146-A MICHELSCN DR. 
IRVINE, CA 92612 

IRVINEBICMEDIC%L,INC. 
ATnJ:lxxcER nJ 
2146-A MKHEUKN DR. 
IRVINE, CA 92612 

510(k) No: K991168 
F'HCNE No : 440-329-6595 

510(k) No: K992052 
FKNENO: 440-329-6595 

510(k) m: K992643 DEVICE:~ELlRC1OO1AEKtZ0L~ 
Pmw No : 440-329~6cuo SE DECISION MADE: 27&-J?-1999 

510(k) .?UMmRY AVAIUEUZ FRcEl FDA 

510(k) m: K993413 

PHONENO: 440-329-6595 

D~~:sTDRMsERIEs,~9~sERIEsAM)pcwERTI~wI~~PE 

SE DECISION M?,DE: 15-DEC-1999 

510(k) SUMGRY AVAILABLE FIMM FDA 

510(k) No: K982668 
F'EmE No : 801-975-1191 

DEVICE: iT?Z%GRII,K%PM9oO 
SE DECISICN MADE: 02-M&R-1999 
510(k) SUbNARY AKULABGZ FRCN FDA 

510(k) No: K992298 
F'HCNE ND : 650-962-8100 

510(k) No: K990958 
PHCCE No : 949-851-3053 

510(k) No: K991025 
EKNENO: 949-851-3053 

510(k) No: K991878 
P!33NEN3: 949-851-3053 

DEVICE:AFtFtCNFWD~wHEELcMuR 
SE DECISICN MADE: 25-JUN-1999 
510(k) SUMAE?Y AVAZABLE FKM EDA 

DEVICZ:K0ELSLYNXANDPAtVIHERMYIORIzEDso3(7IIERs 
SE DECISION MADE: 12-AK-1999 

510(k) SUNVARY AVAILABLF: FKM FlIA 

DEVICE:IFtIDERM,bKilELAPEX800 
SE DECISION MADE: 0%DEC-1999 
510(k) SUfMARY AVAZABLE F'KM FDA 

DEVICE: "V EP -I' 
SE DECISION MADE: 03-JUN-1999 
510(k) SUMtQQY AVAILMLE FfiaM FDA 

DEVICE:LUMA-CUHFIXEDCURVEEPCaTHETERS 
SE DECISION MADE: 15-ocT-I,999 
510(k) SUNKARY AVMIAE?U FFxN EDA 

DEVICFi:LUM?+-CATH1EP~ 
SE DSiKZISIoN MADE: lo-DEC-1999 
510(k) SUMMARY A= FFKN FDA 
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IRVINE SCIEHI'IFIC SATXS Co., INC. 510(k) No: K983579 
ATImFxzBEmxLJoHNscN PHCNE NO : 800-437-5706 
2511 DAIMLEX ST. 
SAN114 ANA, CA 92705 

IRVINE SCIENTIFIC CXES Co., INC. 510(k) tQ: K983580 
ATlxzRx3EFunL~m PHONENO: 80-437-5706 
2511 DAIMLER S-l?. 
.!imrm ANA, CT& 92705 

IRVINE XXEIGTIFIC SAiXS CIX, INC. 510(k) No: K983584 
ATIN:RUBEFZALJOHNSCN F'I-KYE No : 800437-5706 
2511 DAID&ER ST. 
t3AWA ANA, CA 92705 

IRVINE SKXIENMFIC ,SAIES CO., INC. 510(k) No: I(983586 
TIBIOTICS), MXCFIED RIG FXHDER- HEFES (WITHCUT ANTIBCI)ITI 
A!vrlxz~LJoHNscxJ PHONE NO : 800-437-5706 
2511 DArMmR ST. 
SANTA ANA, CA 92705 

IRVINE SCIEWI'IFIC SAWS a3., IN!. 510(k) No: K983588 
ATlN:RXERlRLJOHNS0N !?Ecm No : 800-437-5706 
2511 DAIMLER ST. 
SANI!A ANA, Ca 92705 

IRVIN!3 SCIENTIFIC SATXS OX., INC. 510(k) NO: I(983589 
ATlmzztQBERmLJoHNm FJHCWND: 800-437-5706 
2511 DAIMLER ST. 
aSANITA ANA, C4 92705 

IRVINE SCIEN'IFIC SAIZS (30., INC. 510(k) I0 K991337 
ATIN:ROBEFG4LJOI-JNSCN FiKNE NO : 949-261-7800 
2511 DAIMLER ST. 
I3lwm ANA, CA 92705 

IRVINE SCIENTIFIC SALES CO., INC. 510(k) ND: K991338 
RITN:FQF&WIALJCHNSCtV PWi'lE NO : 800-437-5706 
2511 - SI!. 
SANl'A ANA, CA 92705 

IFUINE SCIEWI'IFIC SAWS Co., IN!. 510(k) No: K991339 
ATI'N:RXEFQALJC+NSCU F'HXE NO : 8CO-437-5706 
2511 DAIMLER ST. 
SANTA ANA, CA 92705 

DEVICfZ:SYNTBETICSEFUMsuBsTITuTE(SSS) 
SE DECISION MADE: 23-APR-1999 
510(k) S&MARY Am FRN FDA 

DEVICX:BMSX!CYSTMEDIUM 
SE DECISICN MADE: 18-FEB-1999 
510(k) SD&WRY AWGABLE FFUX FDA 

DEVICE:J?iUMANSEFUMALBUMIN(HSA) 
SE DECISION MADE: 08-FEB-1999 
510(k) SUMMAFZ AVAILABU FRZd FDA 

DEWICEi:SPERMwASHEVG MEDIUM,MXIFIEDSPERMWSHlXMEDIUM 
SE DECISION MADE: 26-APR-1999 
510(k) SUWARY AVAILMLE FR@l FDA 

DEVICE: P-l (PREIWLZWAT Icus~oNE)MEDm 
SE DECISICN MADE: 18-FEB-1999 
510(k) SUHYZW AVAILUU FRX-l FDA 

DEVICE:Sl=ElW~ z"mnuMwITHGLlY~L 
SE DEICISICN MADE: OB-JUL-1999 
510(k) SUbWRY AWGMBLF, FIITIM FDA 

DEVICE:E0VINESERUMALBUMIN(BSA) 
SE DECISION mE: l-1999 
510(k) SUMGFZ AVAILAEU FRX FDA 

DEVICX: TYR-XE'S SOLUTION-ACIDIFIED 
SEDECISIGNMADE: 06-DEC-1999 
510(k) .SUMQRY A= FlXM FDA 
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IRVINE SCIXIWIFIC m 03., INC. 510(k) No: K991341 
?mmt~LJcHNscN PiXNEt NO : 800-437-5706 
2511 DAIMWR ST. 
SANTA ANA, CA 92705 

IFWINE SCIEWIFIC SALES CO., INC. 510(k) NO: K991342 
ATl%:FXXERlRLJCtWCN PHONE No : 8co-437-5706 
2511 DAINLEB ST. 
SANl'A ANA, CA 92705 

IRVINE SCIENTIFIC SALES 03., INC. 510(k) No: ~991343 
FIITN:l%zBEKmLJcHNsoN !?Haw No : 800-437-5706 
2511 DAIMLER ST. 
sAN?i9 ANA, CA 92705 

IRVINE SC~FIC SAIXS OJ., INC. 510(k) No: IQ91419 
EDIUM HEF'ES, l-KDIFIED HAM'S F-10 SUPPLENEWT 
ATM:RoEm?mLJoHNscRJ 

(50X) IYOFHILI 
PHONE NO : 8CC-437-5706 

2511 DAIMUE? ST. 
.ISAWA ANA, CA 92705 

IRVINE SCIEtUIFIC SALES CO., INC. 510(k) No: K991420 
AfJTfvz~LJcHNscN PHONE No : 800-437-5706 
2511 DAIMLER ST. 
silW!?A ANA, CA 92705 

IXVINE SCJXNTIFIC SAL&S Oo., INC. 510(k) No: K991421 
EmTIoNmIuM-TEsTYoLKBcTFFER9TyB) 
ATIW:FKBBT7iLJCHNSCN FWNkNo: 800-437-5706 
2511 DAIMLER ST. 
SAM!A ANA, CA 92705 

ISQLuxAMERIGA 
ATm:sIuAFiTLW 
1479 RAILHEAD BLVD. 
NAPLES, FL 34110-8444 

510(k) No: IT391208 
?cEaw No : 941-514-7475 

ISoLuxi?MExu~ 
ATl-Nz.slTmm!L~ 
1479 FnIrBEm BLVD. 
NAPE, FL 34110-8444 

510(k) No: I<991572 
PHCNE No : 941-514-7475 

ITL aBmmT1m, ITYLTD. 
A!TIN:KENNETHAPALHER 
15825 SHADY GKRE FuXD 
SUITE 90 
-, MD 20850 

510(k) No: K9914U4 
PHONENO: 301-548-0508 

DEVICE:ISQLATE,ISOLRl!E~, ISOLATE STccKSom1m 
SEiDM=ISICXM.WE: OS-JUL-1999 
510(k) SUMWRY AUULAEiU FRX FDA 

DEVICE: PBS Ix- DULBEKW SEJHX~BuFFEliED SALINEm1oN 
SE DECISICN MADE: 08-J%-1999 
510(k) .SUWWY AVAIIXZE FFGl FDA 

DEVICE: PVP (P) 
SE DEKXSIOX MADE: 14-JUL-1999 
510(k) SWN?%!Y A= FRXf FDA 

DEVICE: KXXFIED HAM'S F-10 FBSAL MEDIUM, b%XXtFIEtD W'S F-10 BASAL M 

SE DECISION MADE: 14-SW-1999 
510(k) SIBWARY AVAUXiLE FEXN FDA 

DEVICE: b%XtFIED HAM'S F-10 WITH ALEWIN 
SE DEZISICN MADE: 02-JUL-1999 
510(k) SUNMARY AVAIUBLE FlKN l!T)A 

D~~:rmEEZINGMEDIuM-TEsTYOLxBuFFER(TyB)wITH~Y~L,REFRIG 

SE DECISION MADE: 02-JULr-1999 
510(k) StWfARY AVAILXLE FRX FDA 

DEiVICE: EMxxscxlPICFlJZEXXTICQIELE: 
SE DECISION MADE: 23-JUN-1999 
510(k) fXmTRmW 

DEXCCE:ISOLUXSURGIC?&HEADLIGHT 
SE DEK!ISION MADE: @-JUG-1999 
510(k) t!mnmmc 

DEVICE:PUTYPUSAVFISTUI.ANEEDLEPIKX%XX(AVFNP) 
SE DECISION MADE: 14X-1999 

510(k) StJHWGW A- FIX% FDA 
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noaL, LID. 
ATIN:T.WHIT A!tWY 
23OOTWINEWXPARKwn!, 
SUITE 625 
IXXWELE, MD 20852 

ITOOL, Lrn. 
ATTN:T.WIIT ATHEX 
12300 Twmmcxx PARKWAY 
SUITE 625 
ROXVIUE,MD20852 

jIvcaARmm(IA, INC. 
ATIN:PEXEXtPMAN(xTso 
175 PINEWIEM DR. 
AMHERST, NY 14228 

IvccLARNaFilllAMERIa, INC. 
ATmzPETERPMANaJm 
175 PINWIEN DR. 
AMHERST, NY 14228 

lllcaARmAMERIcA, INC. 
ATIz\T:PJimRPMANaJso 
175 PINEVIEW DR. 
-, NY 14228 

IVCCLARNORTHAMERICA, INC. 
ATINzPElERPMmmJsJ 
175 Pn DR. 
AMHERST, NY 14228 

lIvoaARmAMERIa, INC. 
ATTNzPEzERPMANmSO 
175 PINEXCFH DR. 
AMHERST, NY 14228 

NoczARmAMERIca, INC. 
ATmzPEzJmPmSo 
175 PINEYILW DR. 
AMHERST, NY 14228 

510(k) No: K990787 DEVI~:TiUO300 
PHONENO: 301-770-9590 SE DECISICN MADE: 2O-CCT-1999 

510(k) SUMMARY AVADXBLE FwaM EDA 

510(k) NO: K992545 
FSSENO: 301-770-9590 

DJiVIC!Z:TN-3OOTRACTICNsY~ 
SE DEXCSICN MADE: Ol-SEP-1999 

510(k) .SUWARY AVAILABLE FRQM FDA 

510(k) No: K984451 
FIDENO: 716-691-0010 

510(k) IG K990077 
EXCNENO: 716-691-0010 

510(k) No: K990078 
PHCNENO: 716-691-0010 

510(k) No: K990182 
!?HCCE No : 800-533-6825 

DEXICE:D-SIGNI(R&D PFDJECT DW263 #24) 
SE DEtCISICBI MADE: 19-JAN-1999 
510(k) STXLWEW 

DEJVIC!Ei:D-SIGN111 (R&D pFcImcr m?264#7) 
SE DECISION MADE: 12-FE&1999 
510(k) STxm@xr 

DEVICE:D-SIGNIV(R&D PlXUECC DW265#37) 
SE DECISICN MADE: 12-FE&1999 
510(k) sSmT@mm 

DEVIQQD-SIGNV (R&D PIXUECT Dw267#17) 
SE DIXISICEJ MADE: 01-&W?-1999 
510(k) sSmJXmm 

510(k) No: K990235 
Pl-iQJE No : 716-691-0010 

DEWICE:D-SIGNVI (R&D E'FWECT DW266#9) 
SE DECISICN MADE: Ol-MAR-1999 
510(k) si!mBBm 

510(k) No: K990315 
J?HCBENo: 716-691-0010 

DEYIC.E:~PAQJE 
SE DECISION MADE: 04-MX-1999 
510(k) STATmmw 

510(k) NO: K990534 
PiXNENo: 716-691-0010 

DEVICE: EXCITE 
SE DEXXSION MADE: 19-M?%?-1999 
510(k) tZB@mmw 175 PINEVIEW DR. 

24-HPST, NY 14228 
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175 PINEVIEW DR. 
AMHERST, NY 14228 

llccLARmAMERIc!A, INC. 
ATlNzPJnERPM?Mvm 
175 PINEXCEM DR. 
AMHERST, NY 14228 

J.HXXTTiUSA, INC. 
ATTN: KEZ'IHABARRITT 
601 13TH t?lREEX, N.W. 
SuIm5OOm 
WASHIMM,IX2ooO5' 

J.F. JELEXKO & Q3., INC. 
ATlN:TRIDIB DXZUPTA 
99 BUSINESS PARK DR. 
AIWNK, NY 10504 

J.F. JEUZNKO & 03., INC. 
A!tTN:!t'RIDIB DASGUFA 
99 BUSINESS PARK DR. 
ARaw, NY 10504 

J.F. JfZlXQQ & CO., INC. 
A!rIN:- JUDKINS 
99 BUSINESS PARK DR. 
AR.KNK, NY 10504 

J.F. JELENKO & oi)., INC. 
ATIN: RAPBAEL JuDms 
99 BUSINESS PARK DR. 
lAIvmK, NY 10504 

J.F. JELENKO & oc)., INC. 
ATIN:TFUDIBRDASGUlTA 
99 BUSINESS PARK DR. 
AIWNK, NY 10504 

J.F. XLENKO & CD., INC. 
ATIN:TRlDIB DASGUPTA 
99 BUSINESS PARK DR. 
AFuaw, NY 10504 

510(k) No: K990817 
PIXXWNO: 716-6914310 

510(k) No: K993783 
PXNENO: 716-691-0010 

510(k) ND: K992649 
FTENE NO : 202-783-5070 

510(k) No: K984140 
F'HOIE NO : 800-431-1785 

510(k) No: K984587 
PHONENO: 914-273-8600 

510(k) No: K990056 
FFENENO: 800-431-1785 

510(k) No: K991564 
J?KNENO: 800-431-1785 

510(k) No: K993136 
PHCNFINO: 914-273-86ocl 

510(k) ND: K993152 
PHONENO: 914-273-8600 

DEVICE: IPS D.SIGN KXZXAIN 
SE DECISICN MADE: 06-APR-1999 
510(k) sTAT&mr 

DEVICE?lEllUCEzow 
SE DECISIGN MADE: 13-DEC-1999 
510(k) i?rmmmm 

DEVICE:ATDAUICXQTICEiRlIXZ~ 
SE DM=ISIC+i MADE: 29-0X-1999 

510(k) S!mtmmr 

DEVICE:MAINBXDA 
SE DEXZISICN MADE: 13-JAN-1999 
510(k) S!rAm 

DEVICE: XLRCUm-E (mE NAME RD 1710) 
SE DECISICN MADE: 17-MAR-1999 
510(k) SI'Am 

DEVICE:JEXDENTMULTIC%?YL 
SE DECISI(RJ MADE: 25-MAR-1999 
510(k) ss'mmmm 

DEVICE:JELTEMP 
SE DEXXSICN MADE: 23-JUN-1999 
510(k) STATplwT 

DEVICE: JET., BI06 10 (03L)E NT!MEi RD-1801) 
SE DFZISICN MADE: 21-CCI'-1999 
510(k) tznmmmm 

DEVICE: JFL BIG% 18 (CTZDE NAME RD- 1214) 
SE DECISION MADE: 21-CZC-1999 
510(k) STA!t'm!mr 
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LAPAEcJSmPICm~ 
ATIX:~ HuL.FISH 
1822 N. W m. 
ARLmm., lL6Km 

JANIN-, INC. 
A!l??N:JCHNANAVIS 
615 -SE ST. 
AURXA, IL 60504-8138 

JxcNMED1aLcD.,L113. 
A!MNzROBERTDWUHAM 
222 INSTIrnsT. 
SMIWIELD, VA 23430 

JDAINI'L., INC. 
ATIWKEIDY GU 
2919 EAST PHaADEwIIA ST. 
cXCARI0, CA 91761 

JENEFuc/-, INC. 
A!MN:MURRAYGi2!M3EG 
53IwFm-IpwNsINDu~m. 
WALLmm, CT 06492-0724 

J2zNExurC, INC. 
ATl!N:ANNMARIE TENEm 
53m?mPLAINsINDusTRw;m. 
WALLmEoFu), CT 06492-0724 

JJmRIc/m, INC. 
A?zt-N:- TExmtw 
53IwxmPLAINsINDuSTRIALm. 
i%YiIL-, CT 0649243724 

JEmac/-, INC. 
ATIN:ANIWAME TEREFXI 
53ImRmpLAINsINDu~F?D. 
-FORD, cl? 06492-0724 

JENNI-, INC. 
ATIN:- ESTRIN 
9109 CWEN-IA~DRIVE 
FCfKMC,MD 20854 

510(k) No: K990785 

PHCNE No : 847-670-8293 

510(k) No: I@91042 
FHBENO: 630485-1991 

510(k) No: K991688 
PHCWNO: 757-365-0978 

510(k) No: K993247 
pl+sNE No : 909-923-8318 

510(k) No: K991901 
PENENO: 800-243-3100 

510(k) No: K993173 
FKNENO: 203-265-7397 

510(k) NO: x993175 
FFKXENO: 203-265-7397 

510(k) No: K993249 
PHONENO : 203-265-7397 

510(k) No: K992630 
PHONENO: 301-279-2899 

DEVICE:TRXAR&TFuXmSLEEVES, r..AmwmPES,W~PIC~,& 

SE DECISION MADE: 27-AU%1999 
510(k) W 

DEiVICZ:ASHADWNI%X~CXrHEmR 
SE DEXXSIoN MADE: 25-JUN-1999 
510(k) .SUWARY AVAILABLE FRZM FDA 

DEVICE: WRISTTYPEDIGITALBLCCD - t.fxvIm, ICXEL HD-303s 
SE DECISION MADE: Ol-JUN-1999 
510(k) SWNAFU AVAUWX FRaM FDA 

DEVICE:NITRILiXFcMXR~PATIENT EXAMINATICNGLCXW 
SE DlX!ISIcN MADE: 05-NW-1999 
510(k) smmmrr 

DEVICEi: BIO-97 
SE DECISION MADE: 07-SW-1999 
510(k) z%mmmn 

DEVICX:GOLDCCRE 55 
SE DECISICN MADE: 26-0X-1999 
510(k) .SUMARY AVAIUBLE FFCN FDA 

DEVICEi:GoID OcRiE 75 
SE DECISION MADE: 26-OZC-1999 
510(k) SLJMM?W AVAILABLF: FEmuI FDA 

DEVICE:O~CLCWWEAF~OPAQ~EFC%EXMN 
SE! DECISICN MADE: 29-NW-1999 
510(k) ,SUMW?Y AVAILABLE FRX FDA 

DEVICE:Tl%FWiLIGKr2000 
SE DECISION MADE: lO-SEP-1999 
510(k) SUMMARY AVAIUW.E FEXN FDA 
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JMS ox, LTD. 
ATIN:TEFlzmmuu 

510(k) No: K983707 
PHONENO: 818 224 35806 

12-17, KAKO-MAm. NAKA-KU 
-, 

JMSca,L!ID. 510(k) No: K990470 
AT-m:- HTl2xxE PFDNEPD: 818 224 35806 
x2-17, -, NAKA-Ku 
-, 

JmaL, LTD. 
ATIN:- l?Ilxca 

510(k) No: K990510 
E'HSE No : 81 82 2435806 

a-17, laKo4xm, NAKA-Ku 
-1 

JMS oo., LTD. 
ATm:KEIsuy;E UFalQa 
12,17,KAKD-MAcHI,M1KA-Ku 
HIEIOSHIMA, 730, 

510(k) No: K991904 
F?tKNENO: 818 224 35806 

JclHNscN & JCi'-Nsm MEDICAL, DIV. OF510(k) No: K990236 
, c.arEmN* I.V. w, oPrIVA* I.V. fzmmmRS, PFmEcr 
ATIN:LINDAGHlLL PIDIE NO : 817-262-4791 
25ooEAsT ARBRfXKEiLVD. 
AI%-, TX 76014-3631 

JCHNSGN & JCHNXN MEDIC& DIV. OF510(k) No: K990395 
ATIN:JANEANN MARTIN F’HONE No : 817-262-4048 
2500 EAST ARizKcK BLVD. 
ARLINGTON, ‘IX 76014-3631 

JCHNXN&JCXlNSCNMEDICAL,INC. 510(k) No: K982641 
A'MN:DARLECNETKOl%B FWNENO: 813-887-2663 
4110 GEERGE RXD 
!lXQA, FL 33634 

JOHNSCN & JCHNXN PROFESSICNALS, 1510(k) No: K991222 
?XlNcJAMZSMFLAHmIY PHCNENO: 508a30-8404 
325 PARAMXlQ DR. 
RAYNBAM, MA 02767-0350 

JoRMJo,INC. 
ATIN:HALJOlEN 
595 N.W. 167TH AVE. 
BE?i’iEFCD?, OR 97006 

510(k) No: K992484 
PHCNENO: 503-531-3904 

DEXICX:JNSDIALYZERPRIMIBZSET 
SE DECISION MADE: O&JAN-1999 
510(k) ,taX@wm 

DEiVICE:JNSA.V.FISn;[LA~mSm' 
SE DECISION MADE: 30-AX-1999 
510(k) SIlATEMENT 

DEXQXE:JMs AF%IEmSISNEEDLF: 
SE DECISION MADE: 30-A%-1999 
510(k) SmTfBEm 

DEiVICE:~IFIcATICNOFJMSNECFDIESANDX SiRINGES 
SE DECISION MADE: 31-A-1999 
510(k) SrATEmm 

DEVICE: ~IFICXI'ICN OF JEICO*,m*-W AND JFXm* PLUS I.V. cXnim%s 

SE DECISICN MADE: 20-Am-1999 
510(k) SUNQRY AVA%QLE FRtX FDA 

DEVXE:BAwuERSUFGIC%GCX'?NS 
SE DECISICN M&DE: 13-APR-1999 
510(k) SuMMAEiy AVAILARm = FDA 

DEVICE:AD~NIE%PICDUm 
SE DECISICN MADE: 29-M%R-1999 
510(k) .Smt%RY AVAIIA&E FIEaM FDA 

DEiVICE: ~&fI~SOR~OULAR~KIT 

SE DECISION MADE: 09-JUL-1999 
510(k) SuMMAIiy AVAILHZX FXBl FDA 

DJXCCX: FtCXE: RXT CANAL NEGOTIATING GJZL; ICfXL RCNG 
SE DECISION MADE: 14-CCT-1999 
510(k) SmTEmm 
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JW!lTRAUSA 
FLITN:IGYIHY JCHNSCN 
478 MEDIA RYD 
OXFCBD, PA 19363 

JOSTRAUSA 
ATrN:KAlIHY JOHNSON 
2035 SUN= w(E m 
ltEWiRK, DE 19702 

JULIE ALLIANCE 
ATIl'J:C!IAUDEDBERN)IN 
1095MAsoNAVE 
DAY'ICNA BEACH, FL 32117 

JUsT!EcMEDI~mUcrS,INc. 
ATmzJEFFREYLFuYmMAN 
1724 - ST. 
k33xnxx, NY 11741 

KdJME'BEALIHQ3.,LTD. 
ATIN:EW!ZRT.JZAPPA 
72O~CIFCLFi, SUITER 
GOIDEN, CD80401 

K.M.I. KOLSTERMFIHaDS INC. 
A!!LTN:ALWINHKOLSTER 
2550 WEST -AVE. 
ANAHEIM, CA 92804 

KAMIYABICNEDICN.sCX). 
ATIN:cxxIN GErrY 
910 INDUSITRY DR. 
-, WA 981&3-3412 

KAMIYABIC+lEDIC%LCn 
ATIN:coLIN GETIY 
910 INDUSTRY DR. 
-, WA 981%3-3412 

KAMIYABIOMEDIC%CO. 
ATrN:ooLIN GErIY 
910 INDUSTRY DR. 
-, WA 98188-3412 

KAMIYABICNEDIC7&cO. 
ATIN:anN GEITY 
910 INDUSTRY DR. 
,5miTlm, WA 98188-3412 

510(k) NO: x984338 
FT-KXE!NO: 877-5674722 

510(k) ND: K992559 
FRBIENO: -567-8721 

510(k) iW: K99OC02 
pI-Km3 No : 904-254-5099 

510(k) No: K990229 
pHcr\lENO: 516-563-1851 

510(k) No: X984553 
PHCNENO: 303-271-0300 

510(k) No: Kg91203 
PHm3 No : 714-956-1964 

510(k) ND: K984045 
PEEbE NO : 206-575-8068 

510(k) No: K990581 
PHONE No : 206-575-8068 

510(k) IW: K991166 
EFDIENO: 206-565-8066 

510(k) No: x991210 
PHCNENO: 206-575-8068 

DEVICE:JWTRAHL2O'IWINF'UMP 
SE DECISICN MADE: 19-AUG-1999 
510(k) SUNWRY AVAILAHLE E'F0l FDA 

DEVICE:HZUNFIBERMEHEWNEOYGENATCR QUADFOX Hm 1010 
SE DECISION MADE: 2osEp-1999 
510(k) +%&NARY AWILABLE FfMM FDA 

DEVICE: QUICKRAY DSX 730 
SE DECISION MADE: Ol-APR-1999 
510(k) StWIWEm 

DEVICZ:HPA FtIzmEmmNEY ~ICNSYSItN,~ELJ-1OOQ-1 
SE DECISICN MADE: 04-NOW1999 
510(k) SUWARY AWILABLZ FRaM FDA 

DEVICE: TALKING DIGITAL B, MODEL KV-171 
SE DECISION MADE: 14-JAN-1999 
510(k) SUbNARY AVAIIABLE = FDA 

DEVICZ: IRRIGATICN OR INFUSION PUMP "K" PUMF' 
SE DECISION HADE: 15-CCI'-1999 
510(k) SmTEMEm 

DEVICE:RFC.CNIWL~ BIDIC ASSAYS 
SE DECISION MADE: 25-JAN-1999 
510(k) ,SUtWWf A= FfiaM FDA 

DEVICE:DIRECI'HD~LREWENT 
SE DECISICN MADE: lB-JUN-1999 
510(k) zmmmE~~ 

DEVICE:K-ASSAYMID CmmRAmRm 
SE DECISICN MADE: lO-JUN-1999 
510(k) ,Tmlmmm 

DEVICE:K-ASSAYCRPcALIBR?CtORSET 
SE DECISION MADE: ll-MAY-1999 
510(k) S'Imm@m 
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K7QlIYABICtGDIC?&oO. 
ATIN:oOLIN GEZTY 
910 INDUSTRY DR. 
iSEWTLE, WA 98188-3412 

K7QdIYABICWDIUiLa3. 
ATIm:oI3LIN GI!xTY 
910 INDUSIW DR. 
-, WA 9818&3412 

KWIYABICNEDIciK,C0. 
ATrN:azIN GEXTY 
910 INDUSTRY DR. 
-, WA 98188-3412 

K?NIYABICMEDICALC.0. 
LTI-CNXBRATCRC 
A.Tm:coLIN GmTY 
910 INDUSTRY DR. 
SEATrLE, Fas 98188-3412 

K?iMA!ABIC@lEDICALCO. 
ULTI-CALIBRATORB 
ATm:cmLIN GEZTY 
910 INDUSTRY DR. 
t!ZRTEE, WA 98188-3412 

ATIN:a3LIN G.lnTY 
910 INDUSTRY DR. 
SEAm, WI 98X8-3412 

KAMIYABICNEDI~UX 
ATl3:cDLIN GEITY 
910 INDUSTRY DR. 
m, WA 9818Eb3412 

KAMIYABIOME3XC!ALo3. 
ATm:coLIN GETIY 
910 INDUSTRY DR. 
-, W4 98X38-3412 

KAMIYABICIMEDICAZ,m. 
ATm:oDLIN GEITY 
910 INDUSTFZ DR. 
SEATIZE, WA 98188-3412 

510(k) NO: K991224 
PifDNFi NO : 206-575-8068 

510(k) No: K991409 
Fi-EW No : 206-575-8068 

510(k) No: K991467 
PHCNENO: 206-575-8068 

510(k) No: K992311 

F5KXFCNO: 206-575-8068 

510(k) No: K992312 

PFmIErn: 206-575-8068 

510(k) No: K992976 
PHCNEND: 206-575-8068 

510(k) No: K993213 
PIENEW: 206-575-8068 

510(k) No: K993281 
PHCNENO: 206-575-8068 

510(k) No: K993323 
PHONE NO : 206-575-8068 

DEVICE:K-ASSAYCF@ 
SE DECISION MADE: 14-M7iY-1999 
510(k) STATEMENT 

DEVICE:K-ASSAY -ID FACIOR 
SE DEXXSICN MADE: 09-JUN-1999 
510(k) CXNWEXC 

DEVICEi:K-ASSAY RHEuMAToIDFACIORCALIE?ZW0RsFT 
EZ DECISICN MADE: lO-JUN-1999 
510(k) STATEmm 

DEVICE: K-ASSAY W(l), K-ASSAY CRP MULTI~IBRATW A, K-ASSAY CF@ MU 

SE DECISION MADE: 13-SE%1999 
510(k) s?INmmr 

DEVICE: K-ASSAY CRP (2), K-ASFAY CRP MULTI-CXI~R A, K-ASSAY CXP M 

SE DECISION MADE: 13-SW-1999 
510(k) STNmmW. 

D~~:K-AssAy~~~FssAy,K-Fssw~~IN~IBRAToR 
SE DECISION MADE: Ol-NOW1999 
510(k) m 

DEVICE:K-ASSAYIGA 
SE DECISION MADE: 23-NOW1999 
510(k) m 

DEXtCE:K-ASSAY ICX 
SE DECISICJN MADE: 09-IWV-1999 
510(k) SIWFNNC 

DEVICE:K-ASSAY IGN 
SE DJX!ISI@I MADE: 30-W-1999 
510(k) W 



DEVICE:K-ASSAYAPOAI 
SE DECISION MADE: 25m-1999 
510(k) suflp17w AVAZABIZ FIMM FDA 
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KWIYABICMEDICAL~. 
ATTN:coLIN GlzITY 
910 INDUSTRY DR. 
-, WA 98X3%-3412 

KAMIYABICMEDICALo3. 
ATrN:coLIN GEITY 
910 INDUsIliy DR. 
.5ZWTLE, WA 98188-3412 

KMIYABICWFDICAZ,~. 
ATlN:coLIN GErrY 
910 LtNDUSTRY DR. 
-, WA 98188-3412 

KAMIYABICNFCDIcAz,oO. 
ATm:axIN m 
910 INDUSTRY DR. 
SEAm, WA 98X38-3412 

KAMIYABICMEDICALoO. 
ATIN:WLIN GEIlY 
910 INDUSJ!R!t' DR. 
-, WA 98188-3412 

K?MIYABICi%DICi'X 00. 
ATIN:oDLIN GEXTY 
910 INDUSTRY DR. 
sW.M!LE, WA 98188-3412 

KWIYABIQMEDI~CO. 
ATm:cDLIN GETTY 
910 INDUS!TRY DR. 
-, WA 98188-3412 

Kl+MIYABIaMEDIcAL!00. 
ATJx:oxLN GETI"r' 
910 INDUSTRY DR. 
.!%ATn& WA 98188-3412 

MMIYABIcIMEDIcp;Lo3. 
ATm:coLIN GEXIY 
910 INDUSTRY DR. 
fizA!MU, WA 98188-3412 

K7mmABIOMEDIm03. 
AT!m:cxlLrN GETn! 
910 INJXJS!RY DR. 
SEATIZE, WA 98188-3412 

510(k) No: K993345 
FT-XXEiNo: 206-575-8068 

510(k) No: K993354 
PHCWZNO: 206-575-8068 

510(k) ND: K993437 
PHCNEID: 206-F-575-8068 

510(k) No: K993441 
FFKNEl NO : 206-575-8068 

510(k) No: K993444 
FFXZWNO: 206-575-8068 

510(k) No: Kg93480 
F?XSIEINo: 206-575-8068 

510(k) No: K993481 
PFKNEZNO: 206-575-&X% 

510(k) No: K993482 
E’HQW NO : 206-575-8068 

510(k) No: K993537 
EWXJENO: 206-575-8068 

510(k) p\K): K993606 
EWNENO: 206-575-8068 

DEVICE:K-ASSAYAEQB 
SE DECISION MADE: 2%CCl-1999 
510(k) .SnWmEw 

DEVICE: K-ASSA!f C-3 
SE DECISION MADE: 24-NW-1999 
510(k) t%TWmFm 

DEVICE: K-ASSAY ALPHA-1 Z'G 
SF, DECISICNMADE: 24-I'0V-1999 
510(k) S!WmmNT 

DEVICE: K-ASSAYALPBA-1 AT 
SE DKCISICN MADE: 24-NOV-1999 
510(k) STAW 

DEVICEi:K-ASSAYHApIw;LoBIN 
SE DECISICN MADE: 24-NV-1999 
510(k) S'IWWEW 

DEVICE: K-ASSAYC4 
SE DECISION MADE: 29-W-1999 
510(k) ,sTAWmW 

DEVICE:K-ASSAY FIBRlNXEN 
SE DECISION MADE: 06-DEXJ-1999 
510(k) t!XXmmW 

DEVICE: K-AS= TRANSFEXUUN 
SE DECISION MADE: 30-NOW1999 
510(k) SGQEHWT 

DEVICE: K-ASSNApoAl/BCALIBRAT0RSET 
SE DECISION MADE: 26-W-1999 
510(k) W 
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KAMIYABIQMEDICt+LCXI. 
ATIN:coLIN GEXTY 
910 INDUSTRY DR. 
-, WA 98X38-3412 

510(k) No: K993853 
PKN!INO: 206-575-8068 

KARL,sToRzE5w3so3py 510(k) ND: Km990411 
ATlNzKEX'INAKENNAN PHONENO: 310-55&1500 
600-mm 
CULVER CITY, CA 90230-7600 

KARLsIoRz-PY 510(k) No: K991171 
A!ITNzKEWINAKENNAN PBONENO: 800-421-OB37 
600-mm 
UJLVERCITY,CA90230-7600 

KARLtsxmz~PY 510(k) No: I(991228 
ATrN:KEYvIN IusNN?m FHXSND: 310-410-2769 
Eoo-PDINrE 
CULVERCITY, CA90230-7600 

KARLslmz~PY 510(k) No: K992027 
-r- UTERmzMANIpuLAToR 
ATINzKEVINAKENNAN PHCNENO: 310-338-8100 
600-FoINI!E 
UJLVER CITY, CA 90230-7600 

KARLsroRz-PY 510(k) No: Km992114 
ATJNzKEVINAKJZNNAN FWCBIENO: 310-338-8100 
600-mm 
CULVER CITY, ca 90230-7600 

KARLsIwiz-PY 510(k) No: K992469 
ATINzKJZVINAKENN?W PHONENO: 800-421-0837 
600-porn 
UJLVER CITY, CA 90230-7600 

KARLSIORZ-FY 510(k) ND: K.992541 
ATrN:KEvIN KENNAN PHONENO: 310410-2769 
6cooBRKRAmFoINrE 
CULVER CITY, CA 90230-7600 

IaRLsmRz EMx3scDpy-AMERIcA, IItC510(k) I\R3: K983569 
ATTN:KEvIN KENNAN pHoNENo: 310-410-2769 
an-PoINrE 
CULVER CITY, CA 90230-7600 

DEVICZ:K-ASSAYMULTI-ANALXTECXJ- 
SE DEXXSICN MADE: 27-DE!C-1999 
510(k) smTmm?r 

DEVICE:MVM7.5FRENCHF'LEXIBLEHYSTERQWJPE 
SE DECISION MADE: 11-&W-1999 
510(k) SUMARY AWiILMW m FDA 

DEVICE:lX!IENDOSOOPE 
SE DECISION MADE: 23-JUN-1999 
510(k) tWNMARY AVAILMLE F'FXM FDA 

DEVICE:IXXENlXZ0J~ 
SE DECISION MADE: 23-JUN-1999 
510(k) SWtdARY AVAILABLE FRQM EDA 

DEVICE:~UIEJUNEM?WIPULAT0R, KEKxsTEINeFF UTERINE MANIPUI 
- 

SE DEXXSICN MADE: 09-SEP-1999 
510(k) SIJMWY AVAIIABW FXM FDA 

DEVICX:K'ZXACAUlJSPLIT 
SE DECISION MADE: 18--1999 
510(k) SUMMARY AWGIABLE FIMM FDA 

DEVICE:KSZASCXIX 
SE DECISICN MADE: 15a-1999 
510(k) SUMMARY AVAILXZE F!XM FllA 

DJi'VIC!Ei:LAPARtXW 
SE DECISION MADE: 19-AuG1999 
510(k) SUMWRY AWIMBL?Z F'FUM FDA 

DEVICE:KSEAMZHOF0LARVAHXIZATIONEMCTF0DEiS 
SE DM=ISI(X WE: O&JAN-1999 
510(k) SUbMARY A- FIicpl FDA 
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K?@TAsIoRz H\IDoscDpy-AMERICA, IIC510(k) No: K983901 
ATTN:KEvIN lENNAN PENENO: 310-410-2769 
600-FoINrE 
CULVER CITY, CA 90230-7600 

KARLsIcRz l3Nmsmm-AMERIa, I%5lO(k) No: Km984369 
ATIN: KEmN KErNNAN Pl-DNENO: 310-410-2769 
6oocoRmmTEFoINrE! 
aJLm CITY, ca 90230-7600 

KARLl3!mRz !mnsam-AMERIca, mc.510(k) No: K99OQO4 
ATlXKEWINAKENWN PHONENO: 800-421-0837 
6coaxxamTEmm 
aJIll CITY, ca 90230-7600 

KARLsroRz ENcosQIpy-AMERIcA, m.510(k) No: K990334 
A!ITNzKEVINAKENNAN PKNENO: 310-558-1500 
6ooaRmRATEmm 
CULVER CITY, ca 90230-7600 

KARLsroRz PlnmscoPY-AMERICA, lX.510(k) No: K991051 
ATm:KEvIN KENNAN PIDJENO: 310-410-2769 
600-POINTE 
cUL,CITY,Ca90230-7a 

KARLmRz nm-AMERICA, INC510(k) No: K991069 
RI-IN: KEVIN KENaN PBONENO: 310-4X3-2769 
6oo-Fo~ 
CuLm CITY, ca 90230-7600 

KARLtizLmz EMXXSCDPY-AMERICA, IIC5lO(k) No: K991592 
ATIN:KtwIN KENNAN FT-KXENO: 310-410-2769 
600-POINIE 
UILVER CITY, ca 90230-7600 

KARLsIoRz EbltxxmPY--CA, INC510(k) ND: K993539 
AIrIN:- KENNAN PHCNENO: 310-410-2769 
600-mINrE 
CULW CI!rY, CA 90230-7600 

KARLfs!lmx mmsozm-AMERIa, INC.510(k) No: K993540 
ATIN:KExIN KEmmN PI-DNEKO: 310-410-2769 
600-FoINrE 
UJLVER CITY, CJi 90230-7600 

KARLsroRz~m, INC. 
~:'IERW FERNMDEZ 
175 CREWNA DR. 
Go=, a 93117 

510(k) No: K990154 
J?HONENO: 805-968-5563 

DEVICE:KSEAHF-SNARE 
SE DEXXSICH MADE: Ol-FEEi-1999 
510(k) SUMNtY AWILAEXE = EDA 

DEiVICE:lX!IENDOSCOPE 
SE D~SICN MADE: 29dAN-1999 
510(k) itUWARY AVAIIXXT FTXM FDA 

DEYICE:DCIENDOSCOPE 
SE DECISION MADE: 02-APR-1999 
510(k) SiWMRY A= FFXM FDA 

DEYJXE:KsEA EtaxEoJm I-KlllDER 
SE DEXXSICM MADE: 22-MAR-1999 
510(k) SUMM?N! AVAlUBLE FTMM FDA 

DEVICE:KSFAE!PIDuEE(36o3pE 
SE DECISICN MADE: Ol-JUN-1999 
510(k) m AUVIXUmE FICH FDA 

DEVICE:KSEBNfWRC-FIBEWCOPE 
SE DECISICN MADE: 03-JUN-1999 
510(k) ,WMM?BY AVAILMLE = EDA 

DEiVICE:KSE%DEIAPLMA BIExaGoPLAslYsFT 
SE DECISION MADE: 02-NOV-1999 
510(k) SD&MARY AVAIIMLE Fw3pI FDA 

DEVICE:DcIENDOSOOPE 
SE DECISION MADE: 15-DE&1999 
510(k) SUMMARY AVAILABLF: FFCM FDA 

DlWICE:ENlBSPINEOPEX?fCINGTuBEAND TEUSCIJPE ERIIXX 
SE DECISION MADE: 22-NW-1999 
510(k) SUIMARY AVAILAEU FHX FDA 

DEVICE:KARLSTORZDIRECTCCWLED rrINxmaa (DC1 5)aQmASYSTm 
SE DECISION MADE: Ol-JUN-1999 
510(k) SW&WRY Am Fw3kl FDA 
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-, INC. 
A!rrN:rLRNE SQIARNBEW; 
2500 BELLAVE. 
DES MXNW, IA 50321 

KAVO AMEiRIa 
ATIN:DouuAs axzs?uw 
34OE?sTMaINtimaEzc 
LAKE!ZURICX,IL60047 

KAY-CSORP. 
ATI'NzWILTJAMDBAF@EXN 
2 BIN. 
LINaxN PARK, NJ 07035-1488 

KAYELLEmmucso3Rp. 
ATINzWILTJAMDHARBESON 
2 BIN. 
LINam PARK, NJ 07035-1488 

KAY~DENIIAz,MX.CXX 
010 
ATm: cLM?K SMITH 
124EFiSTMISSCURI AVE. 
KANSAS CITY, m 64X36-1294 

JZVUsEEDEXFAT.JWG.cO. 
ATJJI:~ SMITH 
124EASCMISSCURIAvE. 
KANSAsc1TY,Mo64106-1294 

KAYsEEDENlYiLMEiG.0. 
ATm:cr.ARK sMI!rf-l 
124EAsTMISSCUN AVE. 
KANSAS CITY, m 64106-1294 

KAYSEEDEUiWMFG.cO. 
ATIN:(IziARK SMIm 
l24EAsTMISSCURI AVE. 
KANSAS CITY, m 64106-1294 

KCINEWTECHNXXIESINC. 
Al'lW:JUDI!lH HWZUR 
8023 - DR. 
SAN NVJDNIO, TX 78230-4726 

510(k) NO: K991007 
PHGNEKO: 515-244-1212 

510(k) No: K9831OO 
PHCNENO: 847-550-68cxl 

510(k) ND: K990240 
EKNEKO: 973-628-6200 

510(k) No: K991738 
PHONENO: 973-628-6200 

510(k) No: K990155 

PHCNEID: 816-842-2817 

510(k) No: K990306 
FFDNENO: 816-842-2817 

510(k) ND: K991161 
PEDJENO: 816-842-2817 

510(k) No: K992609 
PHCNENO: 816-842-2817 

510(k) No: K981311 
PHCNENO: 210-255-4468 

DEVICX: K-DEE'IB/PACE RADIOLUCEUI' ADULT ELEClXDE,XDELKN'-60 
SE DECISIW MADE: 23-A-1999 
510(k) +?mammm 

DEVICZ: KAW KEY L&SE!R 1242 
SE DECISION MADE: 27JAN-1999 
510(k) SUN%RY Am FEMM FDA 

DEVICE:- 
SE DECISICN MADE: U-MAR-1999 
510(k) SATENmT 

DJWICE: DIGITALVID~RMXXIDINGSYSTEN 
SE DECISICi'I MADE: 13-AUG1999 
510(k) .!XWXmW 

DEVICF,: HYDRQ-CWT VERSA-m m-w LPmvIsIoNAT;~,mm7o 

SE DECISICN MADE: 25-FEB-1999 
510(k) SUMQRY AVAILABLE: FRaM FDA 

DEVICE:HYDW-C!ASTDEXC?!LETcKING GEL,MXZL60025 
SE DECISION MADE: 03-MAR-1999 
510(k) ,SUWARY AVAILXXE FlXX FDA 

DEVICE:HYDRC-C?%T -1C VARNISH, M3DEL 78125 
SE DECISICN MADE: 29-APR-1999 
510(k) SUbNARY AWIL?$XE FR@l FDA 

DEVICE:BYDF&CAST sILIomESoFr-~,mDEtLtxMuO 
SE DECISICH MADE: 22&E!?-1999 
510(k) .tmmxEm 

DEVICE:OZWEXXXV 
SE DJXXSICN MADE: 23-APR-1999 
510(k) SUWARY AVADXBLE FRaM mA 
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IuiELER IN-, Ix. 510(k) No: K.990257 
ATI'N:liUGNFsRVANARSDALE J?I-KBEm: 800-523-5620 
456 PARXMAY 
-, PA 19008 

KEiELm IN-, INC. 510(k) No: Km992954 
mEUGENERmARSDALE FHCNENO: 800-523-5620 
456 PARKWAY 
E$Xm&L,PA19CCI8 

KELLER MEDIC?& SPECIALTIES PFmUCC5lO(k) NO: K99064S 
ATIN:JEAN wPGmR PHONENO: 847-395-3547 
42609ORD 
AmIOx,lL60002 

KENDAUSA 510(k) No: K990139 
Alm:LlIztwE wE3Ls PHONEID: 614-866-9803 
7095AMERIcmAPARKWAY 
PO EOX 0132 
REYNOLJYBURG, OH 43068-4118 

KENDALL al. 510(k) No: K990500 
RITYOZJDEFOLEYCNHETFRTRAY.MXXL6946c 
ATlN:PAULWEVANS 
15 HAMPSHIRE ,csmEEc 
MANSFIELD, MA 02048 

KENDALL 03. 
ATIN:FN-!NKJFucILE 
15 HAMPSHIRE .s.Tmm! 
mFlELD,M?i02048 

KERAvISI(x\T, INC. 
ATINzIXWARDHHOUXEIN 
555 - SXREET, N-W. 
iGsHnmm,Dc2ooo4-1109 

KERRDENJALMUENAIS~ 
A!rIN:aIELEEN BOSWELZ, 
1717 WEST CX.UNS AVE. 
CBAWE, a 92867 

K-TEL-, INC. 
ATm:TANYJA Fcxxm 
2225 - DRIVE 
GAINESVILLE, GA 30504 

PHONENO: 508-261-8203 

510(k) No: K991758 
PHoNENo: 50%261-8532 

510(k) No: K984540 
F?-KXENO: 202-637-5813 

510(k) No: K992067 
FXRENO: 714-516-7484 

510(k) No: K991958 
PHCNENO: 770-534-0079 

DEvICE:KEZXERPULSAIR 3OOobmJamlAc.rrmzmmmR 
SE DECISION MADE: 25-NAR-1999 
510(k) ,smTmEm 

DEVI~:BXLERCRYOMASTER&PRCBES 
SE DECISION MADE: 21-DE&1999 
510(k) m 

D~CE:KELLERVITALSIGNS~'I& KMS 890+ 
SE DFCISION MADE: lo-AUG-1999 
510(k) SUMMARY AVAXAEGE FFXX FDA 

DEVICE:KENSICNEi 
SE DECISICN MADE: 29-APR-1999 

510(k) SUMMARY AVAILABLE FXN FDA 

DEVJXE:KENDALLUL.~axlDEF'XEYCATHET% mDEL1416c, -al 

SE DECISICN MADE: 28-SEP-1999 
510(k) SUMMARY AVAILXXE FRaM FDA 

DEVICE:MONXEXZINSULINSYRINX 
SE DECISION MADE: ld-JUN-1999 
510(k) SUtNARY AVAIIMLE = FDA 

DEVICE:KERAVISICNVAUJUMRII'GSYSTEM 
SE DECISICN MADE: 2&APR-1999 
510(k) SUbNARY AVAILABLE: FEMM FDA 

DEVICE:- 
SE DECISION MADE: 27-AUZ-1999 
510(k) SU+!ARY AVAIMBLE FFUX FDA 

DEVICE:KUXIC sHAMpooANDLIcEocplBm PREXREATNENTKIT 
SE DECISION MADE: 13-AUG-1999 
510(k) SUbNARY AVAIMEUZ FTMM FDA 
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KILANGBARANGANGEXAHDIOH 
A!rrN:NmLI ?dANAFF 
Lm!9,KAwAsAN-u- 
DICH,KUALAPILAB 
NEGERI 53mBILAN, 

KlUNGBMANGANGETXfDIOH 
ATrNzNORLI MANIFF 
Lm?9,K?sasANPERINDusTRIAN 
DICH,KUATAPILAH 
NiiImRI SEMBIIAN, 

KIN!nmmI~,m. 
ATIN:MI~ooL1;INs - 
4115 smRREm0 VALcFl EcvD. 
SANDIEGQCA92121 

KINfcc~MEDI~,INc. 
ATIN:MK!HAEL 0XTJNS 
4115 SORRENM vALLEY BLVD. 
SAN DIEGO, CA 92121 

KmzsYmo3Rp. 
(I-IEIE/F) 

ATIW:MICZi7iELALG!GRE 
15011 HEmIMAN BLVD. 
~,IN46060 

mm?ANSuRGI~m~,INc. 
M!-11,t"mm1&4601 
ATmcKEvINPPRARI0 
180 EMXRPRISE DR. 
MARSEIFIELD, MA 02050 

KLs-MAKrIN L.P. 
ATm:PATRICKJL?!MB 
3234 ELTA LANE 
NEW PORT RKHEY, FL 34655 

KLs-MAflTIN L.P. 
ATTN:ED RANSOM 
3234 EILA IANE 
mw Fml' RICHEY, FL 34655 

w L.P. 
AlITN:ED RANsm 
3234 ELTA IRUE 
NEW EOKL' RICHEY, FL 34655 

510(k) No: K984l25 
F3ENENo: 06 481 6145 

510(k) No: K984l27 
EXCNENO: 606 481 6145 

510(k) No: K990094 
PHCiXENO: 619-558-2233 

510(k) NO: K991873 
PHONENO: 619-558-2233 

510(k) No: Km983817 

FFKNENO: 317-776-6823 

510(k) No: K992218 

PHONENO: 781-834-9500 

510(k) No: K980760 
ETXNENO: 813-376-4154 

510(k) No: K983809 
PHCNENO: 813-376-4154 

510(k) No: K991875 
PKNENO: 813-376-4154 

DEVICE:~EFG%)IATEXEXMINATI~GUXES,NCXV-STERILE 
SE DECISION M7+DE: 09-FEB-1999 

510(k) SmTEXmC 

-2 
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DEVICE:IQiDERFREELATEX ExAmNATIm~,m~ 
SE DECISION MADE: 25-JAN-1999 

510(k) smTEMmT 

DEVICE:KMIWRISTFUSIcNSYSI'EM 
SE DECISICN MADE: 18-FEB-1999 
510(k) SUM?GRY Am FlMM FDA 

DEVICE:KMIWRISTFtJSIONSYSIEM 
SE DECISION MADE: 17-AUG-1999 
510(k) SUMMARY AVAILMXE FROM FDA 

DEVICE:BREFLMINGCIRCUITBAClXRI?G FIL~HEATANDMXSTUREEX~ 

SE DECISICN MADE: Ol-MAR-1999 
510(k) tXMmQmC 

DEVICE: DIS- IRRIGATIONBIPOLARaoRD AsSEMBLY11oRmIsSY~c 

SE DECISICN MADE: 3O-JUL-1999 
510(k) SUMMARY AVAILABLE FEMM FDA 

DEVICEJ:::INb@fFSCRFdW 
SE DECISICN MADE: 21-DEC-1999 
510(k) S&MARY AVAIIABU FRX FDA 

DEVICE:KM-MRIN~ ZURICHRAMUSDISTRACItX 
SE DECISION MADE: 26JAN-1999 
510(k) SUMlARY Am FZ0.f FDA 

DEVICE: K-L-W - DISTRACIXX 
SE DECISION MADE: 18-AUG1999 
510(k) SUMQRY AVAILABLE 'iX%l FDA 
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KMIDI?%NWTICS, INC. 510(k) No: K990073 
ATIN:- - FTXNENO: 715-294-2144 
373 280-n-l s9-rREm 
O5XXXA, WI 54020 

KmErMEDIcliT-. 
ATm:axJmNEYSPARADICE 
1679 KELzaGG SPRINGS DRIVE 
ATLANCA, GA 30338 

510(k) No: K984035 
PFENENO: 770-355-9980 

Kmm?MEDIcaL 
ATm:cmRmEYsPARADI~ 
2188KNX.L DRIVE 
-, CA 93003 

510(k) ND: K991625 
FTDEIW: 805-658-8755 

KCNICA axw. 
ATl.N:RUSSEZLDMUNVES 
THE c-I-mm BUILDING 
405LEXIiSm AVENUE 
NEW YORK, NY 10174 

510(k) NO: K990359 
FFKNENO: 212-490-4100 

Kcxaca mu?. 
ATIN:KAY - 
319 AKENO, OBAm-cm 
WATARAI-GUN 
mm, 

510(k) No: K992586 
FKBIEICO: 81 596 373609 

KmIc7iMEmCALaxP. 
ATIN:RUSS.ELLDMUNVES 
THEcmYsLERBuIIDING 
405LFxINGTcbJAWNUE 
NEW YORK, NY 10174 

510(k) No: K990969 
FXNEIW: 212-490-4100 

KOSSAN L?tIEX INDUSTRIES (M) SDN. B510(k) iW: K992496 
RED) 
A!rm:LIMmAN HdA EWNENO: 603 392 7616 
Lcrr 16632, 5-l/4 MILES, 
JALANMERU 
-, -, 

KCSSAN LATEX INDUSTRIES (M) SDN. B510(k) No: Kg92497 
) 
ATIN:LIMKhwN EWA FT3XiENo: 603 392 7616 
LOT 16632, 5-l/4 MILES, 
JATANMERU 
-, -, 

DEWICE:QiLCIlWIN 
SE DECISION MADE: ll-MAY-1999 
510(k) STATmEW 

DEVICE:XK-95HIGHSPEEDMZl?ZDRILLSYSTEM 
SE DECISICN MADE: 03-JUN-1999 
510(k) STATmmr 

DEVICE: KCMEZ?XK-95 - l.cYmR (MI-102) 
SE DECISICH MADE: 3O-JULe-1999 
510(k) SWmWENT 

DEVICZ: KQNIca DIRFiCT DIGITIZER, McxlEL DD-341 
SE DECISICN MADE: 17-AU&1999 

510(k) S!mW 

DEVICE:KCNICALASERIMAGER,DEIyrmo~EL722 
SE DECISICN MADE: 29-ocT-1999 

510(k) STATmmm 

DJWICE:IUZtVICASRX-7OlAUTQtATI CX-RAYFILM- 
SE DECISICN MADE: 18-JUN-1999 

510(k) smrmfxc 

DEVICE:FV&ZR-FREENITRILE ExAbmmMcN GLOVE, BLUE OR WHITE (Nonr-cou: 

SE DECISION MADE: 25--1999 

510(k) SW?EHEW 

DEVIC.E:HJhD~NITRILE EXAMINATICNGLCVE,BLUEORWHITE(NCN~LCi?ED 

SE DECISION MADE: 25-A-1999 

510(k) SW 
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KPs&A3ssaL, INC. 

ATm:KRLsHNAPsINHA 
851 EAST - DR. 
SALT LAKE CITY, VI! 84103 

510(k) NO: K990475 

FHXIENO: 801-359-4631 

KURARAY co. 
ATIN:KaJI FuJ-Im 
200PARKAVE. 
NEW YORK, NY 10166 

510(k) No: K99CMO 
FWNENO: 212-986-2230 

WFUTMK. co. 
A!rTN:PHIL .5aamxm 
1325 QJINCY SIWEX N.E. 
MINNDEOLIS, MN 55413 

510(k) No: K982724 
J?t-KXENo: 612-623-4047 

LAmMEIm%L,INC. 510(k) No: K990522 
mur,FuLsE0~ ,CARDINALDIGITALEEGANDSLEEPA~S 
ATIN:m - PHCSENO: 608-827-9ooo 
555 D'CXWFRIO DR. 
MADIScm, WI 53719-2053 

LJ?amaoIREs pw=DLMED 510(k) No: K990913 
-soFTmxx;,HocmwI~vALvE-soF-rpLuG,oPswI'ItKw 

FHCNENO: 609-466-0510 mR?mOLPHLcmKE 
23WEUSfMITZ RD. 
RIKOES, NJ 08551 

LWXIEMEDIC?+LTECHo3Rp. 
A!rIN:DALi3 a3IEmN 
310 BrJRluw LANE #2 
WILLI-, vr 05495 

LAEKXIEMEDICALTMxlCXJRP. 
ATIN:DALE COLEMAN 
310 HURRICANE LANE #2 
wILLIrn, VT 05495 

lAeoRIEMEDIC!ALTECHCORP. 
A!lXN:DALEi UXXMAN 
310 HURRICANE LANEi #2 
wlcLLrm, VT 05495 

m3mxANoPfmmmCs,INc. 
ATIN:R.DAVID SOLTLATI 
2140 WINSTON PARK DR., UNIT 6 
-, -0, 

510(k) No: K990041 
PKXENO: 802-878-1110 

510(k) NO: K991479 
pHoNENo: 802-878-1110 

510(k) No: K993721 
FTKBENO: 802-878-1110 

510(k) No: K983607 
PI-KNENO: 905 829 0055 

DEVICE:TFWIS(TFW7SPERlIW& pRa3mcE lIImxv SW), VEmIcN 1.5 

SE DECISICX'J MADE: 18-NW-1999 
510(k) SUMAW AVAILABLE FXM FDA 

DEVIC&CUX!FILSEB3M) 
SE DECISION MADE: 04-FE%1999 
510(k) SUWARY AWILABLE FEMM FDA 

DEVICE!: THERADYNERovER-- 
SE DECISION MADE: 12-Am1999 
510(k) ,SWMARY AVAIUJ%E Fw3M FDA 

DEVICE: WWXCAHDIGITALEXXANJI STXEPAC@JISITIcNDEVICESWITB,ORWI'I 

SE DECISION MADE: 19-M?i!f-1999 
510(k) Sm 

DEVICE:URXTYMBIOFEEDB?iCKANDSTIMULATICNPROBES 
SE DECISION MADE: 05-AUG-1999 
510(k) SmIWJXC 

DEVICE:VISERPENILEiTMlWXMXMXITOR 
SE DECISICN MADE: 07-JULr1999 
510(k) SIllTplENT 

DEVICE:UFWTYMBIO~BACKANDSTIMULATIONANAL/~PF0BES 
SE DEXISICN MADE: 29-W-1999 
510(k) ,!mUmmm 

DEVICE:LABTICIANLIDWADGOLDEXELIDWEXGHl?lMXANlX 
SE DECISION MADE: 08-JAN-1999 
510(k) SUMMARY AVAILWIE m FDA 
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IABTICIAN OPKIHATMICS, INC. 
ATIN: R. DAVID SCULATI 
2140 WINSIW PARK DR., UNIT 6 
-, -0, 

rAC-rATIcNl?EcmI~INC. 
m:MARK LEWJDIS 
1252 WEST 50 SCUI'H 
SALTLAKECI'IY, Ul?84014 

IJGIOUE (M) SDN. Bw. 
RJW 
ti: G. BASKAR?N 
IDT 478. JAT..AN SIMPANG BATJAK. 
oFFBAm13,JALANcHERAs ' 
KAJAI'E, ,!ELAWX, D.E., 

JJGLCWE (M) SDN. BHD. 
ATIN: G. B?SKBWN 
I.M' 478, JAT.AN SD-PANG BAT..% 
oFFBxw13, JBIANclsERAs 
K?UANG, SELANGOR, D.E., 

LXLOIE (M) SDN. BBD. 
AII’IN: G ‘- 
IDT 478. JAL7U SIMPANG l33LAK. 
oFFBATu13,JAmNamAs . 
KPJANG, SELANGOR, D.E., 

IXLOVE (M) SDN. BBD. 
ATIN: G. BASGRAN 
IiT 478, JATAN SIML'ANG BALM, 
oFFExKJ13, JArAN- 
I@JAKi, SELANGOR, D-E., 

ISGLOVE (M) SDN. BHD. 
ATIN: G. BASKARAN 
ID-I' 478, JAIAN SIMPANG BAT-AK, 
oFFBAnJ13, J74Lwa-lERAs 
KAJANG, SELANGOR, D.E., 

510(k) NO: K990224 
FFXXIEID: 905 829 0055 

510(k) No: K981549 
PHOMENO: 801-972-7026 

510(k) No: K993668 
PWNEIW: 47 515 11700 

510(k) No: K990268 

FFKNENO: 603 833 5411 

510(k) m: K990270 
EKNENO: 603 833 5411 

510(k) No: K990285 
EKNENO: 603 833 5411 

510(k) No: K990415 
PHDNENO: 603 833 5411 

510(k) No: K990420 
FKNENO: 603 833 5411 

DEVICE:L?W!ICIANLIDLOADExTERNAz, EYELID SIZING SET 
SE DECISION MADE: l2-APR-1999 
510(k) .SmtmRY AvAILAB1;E FIMM FDA 

DEVICE:L?iCXW'IONTECXNI@JESMXX%B 
SE DECISION MADE: 24+AY-1999 
510(k) smI%tGW 

DEvI~:~~su(;TIcN~,(~)McDEL78~20 
SE DECISION MADE: 20-DE&1999 
510(k) SUMMARY AVAILABU m FDA 

DEVICZ:Lpd;LI3vEBRANDpOLYMERaXCEDLWEX ~I~GLCWE(POWDERF 

SE DECISICN MADE: 24-FE&1999 

510(k) STWWEW 

DEVICE:IAGXWEBRANDLATEX EXAMINATI~GuxlE(FWDERFREE) 
SE DECISION MADE: 18-FEB-1999 

510(k) STATEMEW 

DEiVICE:::BRANDIXCEX ExAMm?mmGLcmS(mPmrEIN) 
SE DECISION MADE: 18-FEB-1999 

510(k) STATmEW 

DEVICE:lXXWEBRANDNITRILE ExAMmAT1oNm (LIGHTGYFfzwmRm) 
SE DECISION MADE: 29-M?G&1999 

510(k) STA. 

DEVICE:~BFWDNI'IWLE ExAMmATI(R\TGLovE(FcvmRFREE) 
SE DECISICN MADE: 29-MWG1999 

510(k) smWEMmT 
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- (M) SDN. Bw. 510(k) No: K990882 

ATIN: G. BASKARAN PBONENO: 603 833 5411 
LJlxANsIMpANGBALAK,omBATu 
13, JATAN CHERAS, 43Om K&JANG 
SEiLAWXDARULtEHSANM?CA, 

L?GIiXE (M) SDN. IWD. 
D) 

510(k) No: K990883 

ATIN: G. BASKARAN PI-DIENO: 603 833 5054 
JATANSIMPANGBALAK, OFFEviTu 
13, JALAN a-lmAs, 43000 KAJANG 
sELANGoRDARULEHSANM?UX, 

lL&XCWE (M) SDN. P&D. 510(k) No: K991748 
~l5OMlXMORLEiSSOFWATER BPFUTEINPERG 
ATIN: G. BAsfcARAN FFENENO: 603 833 5411 
LOT 478, JALAN SIMPANG EWJ-6 
OFF i3ATw 13, JALRN cLz3Ems 
I?AJAIG, SEJXWIR, D.E., 

LF%ZLWE (M) SDN. BHD. 510(k) No: K991749 
cmAIN~5OMLGNORLEssOFFTIlTER~~~~~ 
ATIN: G. BASKAWN PHCNENO: 603 833 5054 
IDIT 478, JALAN SIMF'N BALAK, 
OFF m!fu 13, J7iLAN CSWAS 
KAJAPG, ti%UWGR, D.E., 

IXXCWE (M) SDN. BHD. 510(k) No: K991949 
ATIN: G. BASKAWN FKNEIW: 603 833 5054 
JixANsIMPANGBALAK,oFFBATu 
13, JAT.AN cTJEF@s, 43m KAJANG 
SEUNGORDARULEHSANM?CA, 

L,XLOVE (M) SDN. E&ID. 510(k) No: K991950 
ATIN: G. - PHCNENO: 603 833 35411 
JALANsIMemBALAK,oFFBATu 
13, J24T.m CHERAS, 43OQO KAJmG 
SELAWCRDARULMSANMALA, 

IJGLOVE (M) SDN. BHD. 510(k) No: K992018 
BELING cLIxr.H (150 MI- OR LE.=) 
ATIN: G. BASKMAN FKNXNO: 603 833 5411 
ILYl' 478, JALAN SIMPANG -, 
oFFEm!u13,JALANcHm@s 
KFJANG, -, D.E., 

DEWICZ:LAGIQVEEiRANDOXOREDNI~ ExAMmATIcN~(mERFREE) 

SE DECISICN MADE: 21-MAY-1999 

510(k) STATEMENT 

DEVICE:L?GLOVTEBANDEWJE~LRED NITRILEExAmNATIoN~(mm 

SE DEC!ISICN WE: lo-AUG1999 

510(k) S!mTBEW 

DEVI~:Lpd=LovEBRANDBuTE~~LATEX ExAMm?m~GLmE,mERmaxl 

SE DECISION MADE: 23-JUN-1999 

510(k) STAW 

DEVIcE:L?GI.CWEiFWiDBLuEo3LoR~ ExAMmATIcsIGLmE,FmmRFREE 

SE DECISICN MADE: 23-JUN-1999 

510(k) ,smTmmW 

DEVIC!E:~BRANDNITRILESURfXcTu;~~ t-m) 
SE DECISICN MADE: 12-AUG1999 

510(k) ,smTmim 

DEXICE:LAGLOWEiRANDNITRILESUFXXC?iLGlBVE-m (rnEF-FREE) 
SE DECISICN MADE: 12-AUG1999 

510(k) SWIWENT 

DEVICE:LXUJVEFCWDEREDLATEXSURGICAL~wITHPFXTEIN~~ 

SE DECISION MADE: 3W1999 

510(k) STA= 



. 
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LPGLOVE (M) SDN. BHD. 510(k) No: K992019 
LABELINGcLAIM(5oMI-oRLEss~ 

ATTN: G. BASKAFM 
ID-I? 478, JATAN SIMI?~ BALW 
oFTBArIu13, JATAJcl-lEms 
KhJAW, +YZWKOR, D-E., 

Em&No : 603 833 5411 

LWDAFOLYTEXXL?D. 
DAlLYwEAR(CLEAR,LATHeaFT) 

ATIN:WIN DALSING 
623 GIACIER DRIVE 
GRAND JuNcl'rm, 03 81503 

Lmumc?mTxmmICs, INC. 
ATINzlXJGLTGDMILLER 
253 PAWNEE ST. 
SAN MAFCS, (19 92069 

It?iREs-, INC. 
FSEFOR-) 
XL'lNz!lXTASHtiSELL 
295 I.DXSED AVE. 
cHIa3, CA 95973 

LASEFtAEsxHEmCS, INC. 
ATIN:JCNATHANMHAUGARDNER 
11802 mMPERRCAD 
AUBURN, CA 95603 

510(k) No: K991015 

FEINEZNO: 970-243-5490 

510(k) No: Kg91481 
J?I-KNENO: 760-744-5585 

510(k) NO: Kg83524 

FKNENO: 530-345-1767 

510(k) No: K983984 
PHONENO: 530-823-1434 

LAS.%? OPITK sym GHBH & 03. KG 510(k) No: K992540 
ATIXR. HAPPEWEBFUXR PHONENO: 061 205 533 
AM F~GMERK 11,650O M?iINZ 23 
APsEQRICHT &f?ciXz HRB 4527 
-, 

L7LsER PERIPHERALS, INC. 510(k) No: K992083 
ATINzNANCYLARNOID PHONENO: 612-930-9065 
5484FExlTLRD. 
m, MN 55343 

LASERMSY~ 510(k) No: K992824 
MICLASER (3cnOLE), Iz42mEx ND:Yx 0-c LASER, 
AlTN:KEITH DEGEWWET PHONE No : 088 223 
258 HALIFAX ST. 
ADELAIDE, S-A., 

mEL 
6644 

SE DECISION MADE: 05-AUG-1999 

510(k) sli4TEMENT 

SE DECISION MADE: 02-NOV-1999 
510(k) SUbWARY AVAIIABLF: m FDA 

DEVICE:PARXXBl 
SE DEXXSICN MADE: 11-AW-1999 
510(k) ,snwmmT 

DEVICE:LWES REsEARcwsuMAsE8oOPLsIsERSYSTEM (TOBESOLDAS "PEIOL 

SE DECISION MADE: 01-APR-1999 
510(k) SXQBQXT 

DEVICE: CCl33Lm ‘v” ND:YpI; 
SE DECISICN MADE: 07-JUN-1999 
510(k) SUMMARY AWILABLE FfiaM FDA 

DEVICE:XEXWNLIGHl'.WJRCEP!XS1 
SE DECISION MADE: 14-SEP-1999 

510(k) STUWBTC 

DEVICE:B WTEX?ALEBlITlTNGFIEiER 
SE DECISION MADE: 12-JUL-1999 
510(k) m 

DEVICX:LASEREXND:YXO -C L?SER (LQ2106), Aimm ND:YAG OPHIHAL 

SE DECISION MADE: 17-NOV-1999 
510(k) STmmiW 
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LEPINE GKUPE SPA. 510(k) No: K992490 
ArITN:~wsTuAKr FJKNEND: 941-3661882 
962 .5xuTf3 !mm?w, STE. 203 
-, FL 34326 

LES - BFUHIEL S.A. 510(k) No: K984069 
AlTN:EVAN DICK 
7527 V AVENUE 
ST ICUIS, MD 63105 

LImD1CAT.d TEIcmaaIEs, INC. 
ATIN:RHcDEMANN LI 
4ARMsrmwm. 
SHELTON, cro6484 

LIMEDICAL -IEs, INC. 
m:mFMANN LI 
4wRD. 
SHEL'JXN,Cl'O6484 

LIMEmC?iL -IEs, INC. 
ATm:mEMANN LI 
4AF?NnxmRD. 
SHELm, cc 06484 

LIBERATmwmmfmms,INC. 
ATTN:EoNNlE BFXMLEY 
7525 PARKMXD LANE 
FT. LxXUH, TX 76133 

LIBRARYMEmCALrNC. 
ATlN:RICW!RDABAKII?M 
60 TERENCE DR. 
PITI's-, PA 15236 

LlIxnLTD. 
ATIN:m TSAKERIS 
16809BRIARD~FsxD 
RiXNXLE,MD20850 

LIFER"?AGINGSY~,INC. 
ArMN:IcEvJN - 
PO HOX 218 
INDIANHILLS,a380454 

LIF'EXXXEBICMEXXCAL,IIW. 
xTTN:cnRQLYN ANDERSm 
3515 LYMAN BLVD. 
CWASKA, MN 55318 

PlssiiE’No : 314-721-0112 

510(k) No: K983435 
JiBXIENo: 203-944-2800 

510(k) m: Kg92938 
FTKINENO: 203-944-2800 

510(k) No: K993373 
FXXQENO: 203-944-2800 

510(k) m: K984391 
PI-KXJENO: 817-263-5005 

510(k) No: K9913l.2 
PHONENO: 800-711-8055 

510(k) No: K962918 
Pi-KXENo: 301-330-2076 

510(k) ND: K990560 
PHONENO: 303-697-8198 

510(k) ND: K991114 
PHONENO: 612-368-6324 

DEVICE:B2CHIPSYSTEM 
SE DECISION MADE: 19-AUG1999 
510(k) .?immmQ 

DEVICE:ENITLwSNASALPACKIIG 
SE! DECISION MADE: 25-JAN-1999 
510(k) SUbMARY AVAIUBLE FfiaM FDA 

DEiVIC?Z:FWWXADE 
SE DEXXSICN MADE: 29-m-1999 
510(k) SUNMARY AVAIUHZ FEiQM FDA 

DEVICE:FGI@BUDESUlUREANcHMI 
SE DECISICN MADE: 23-SEP-1999 
510(k) i%!&QRY AVAIL?WE FfiDM FDA 

DEWICE:FUXXBMDE,SUIURE~ 
SE DEZISICN MADE: 27XCl-1999 
510(k) .SUMQRY AVAIIABU FlXN FDA 

DEVICE: THE LIBERATOR" 
SE DECISION MADE: 03-SEX'-1999 
510(k) s?aTEMENT 

DEiVICE:FCCJIW&SMXYl-HscaRCARE-SILICCNESBEET~ 
SE DJXISICN MADE: 20-AU%1999 
510(k) m 

DEVICEt:LIMx)SYSI'EM 
SE DECISION MADE: 08-JAN-1999 
510(k) SUMMARY AWILABLE FFGl FDA 

DEXtCE:LIF'E IM?GIItGSY~,MbfflELL3DI 
SE DECISICN MADE: 2O-MAY-1999 
510(k) SUM%RY AVAIIX?U FFXN FDA 

DEVICE:REtXLARDI?METERSIIGIESTAGE(RDS)TPSDENl?ALIMJXAIWSY~ 
SE DECISION MADE: 14JIlL1999 
510(k) SUMMARY AVAIL?GW FRQM FDA 
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Llxmscm,INc. 
ATrN:laxEFt THIES 
7OOTfn%mmmmNw 
WASHmXm,DC20505 

Lmzscm, INC. 
ATIN:IoRI OCNZEN 
loo0 GIBRALTAR DR. 
MILPm, CA 95035 

LI- SYSTEMS, INC. 
ATIN:X%?ARDMBOLSTEIN 
555 - .5XREET, N.W. 
m, lx 20004-1109 

LI~TEcHNoLIxIEs,INc. 
ITtX 
ATINtJAC%CNBCDNNOLZ;Y 
510 czLEmmm LmP, SUITE 101 
Km' FALLS, ID 83854 

LIFmEKMmIcAL,INc 
EMBRYO TRANsm m 
ATINzEwNEDUNCAN 
P.O. Eox 560 
m, MN 55082 

LIFETEKMEDI~,INc. 
ATI'N:ELAINEDUNUiN 
P-0. J3x 560 
m, MN 55082 

LIGmxE, INC. 
ATJM: SUSAN LAUFER 
!IWJRIvEfivlEwDlUVE 
siixmxc,NJO8873 

LIGHTDIXNCXZICS 
mEL 3295 

AEITN:cINDY PENNY 
28835 Sm OAK DR. 
TEMEXXTLA, CA 92590 

LIGHTDIAGh05TICS 
ATIN: CINDY PENNY 
28835 SINGLF, OAK DR. 
TEMECULA, a 92590 

510(k) No: K984261 
PFDNEIW: 202-736-56-00 

510(k) NO: K984527 
PEDNEIKI: 408-942-5606 

510(k) No: K990871 
PFDNENO: 202-637-5813 

510(k) No: K993096 

FFDNENO: 208-457-9409 

510(k) NO: K992307 

PHONENO: 715-549-6035 

510(k) No: K992308 
PHCNENO: 715-549-6035 

510(k) No: K983977 
PENENO: 732-563-0600 

510(k) No: K990141 

PENENO: 909-676-8080 

510(k) No: K991880 
PENENO: 909-676-8080 

DEVICE:suREsTEpBLCOD GLlKnsEm~sYsTEM 
SE DECISICH MADE: 21-M&Y-1999 
510(k) SUMIQRY AVAIUBLE FliaM EDA 

DEVICE:IN'IWCHDIABETES~~FIWARE 
SE DECISICN MADE: 29-AFR-1999 
510(k) SwhV+RY AD FIXM FDA 

DEVICE:PILUX%03 ITIVECXRVICTIT,PILLCW 
SE DECISION MADE: lO-JUN-1999 
510(k) SUMmRY AVAIL%iX FTMM !mA 

SE DECISION MADE: 20-D-1999 
510(k) Sm 

DEVICE:EXXfOGLIDEEMEiRYOTRANsFERCXHETER, EbfBRYOGLIDESTfLEFCX? 

SE DECISION MADE: 13-SEP-1999 
510(k) SUMMARY AVAILABLE FRaM FDA 

DEVICE:CXXXTE m NEEDLe SET, MLxlEL 90138 
SE DECISICGJ MADE: 13-SEP-1999 
510(k) SUMMARY AVAXABIE FF0l FDA 

DEVICE:LIGHTXEEPIcaRE ALEXANDRITE LASER 
SE DECISION MADE: 07-JAN-1999 
510(k) mMM?iRY AUULABIE FFUX FDA 

DEiVICE:LIGHTDIAGNQST Ic9SIMuLFLmRHSv/vzvIMMuNo~~ 

SE DECISION MADE: 19-CXX-1999 
510(k) SU@fARY AVAIUBLE FFCH FDA 

DEVICE:LIGKTDIXNOSfICSSIMUZIXX Hsv l/2 IMMDNO- 
SE DECISICN MADE: 09-NOV-1999 
510(k) SUMMARY AVAILABLE FHH FDA 
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LIWED (USA), INC. 
AiITia:mvKEELEY 
1lOP VIA ESTRADA 
LPGUNA HILLS, CA 92653 

LINDEMEDIC?iLSENSOFJSAG 
ATIN:ALEx - 
AuSTRASSE 25 
=, 

LINEONE~ 
OREDmINGREENm 
A!MN:Fa3Em GRUBER 
1481E?sT4msr. 
IDS AiGELEs, CA 90033 

LINKlEcnacm,INc. 
A!rIN:KEvIN B 
P.O. EKX 219 
INDIANInLs,cD80454 

LINvATEcrn. 
ATINtLWRADSENEXF 
11311 cxNcEm BLVD. 
L31R(x), FL 33773-4908 

mm. 
A!I'IH:CMOLAWEIDENAN 
11311 azlNcmT BLVD. 
LATGQ, FL 33773-4908 

LINvATM:rn. 
AllW:CaROLAWFXDEMAN 
11311 cKxKsT BLVD. 
Lzm33, FL 33773-4908 

LllamlEcQsRp. 
A!tTN:LAuRA SENEFF 
11311 cxxmm BcKTLevARD 
LAFCO, EL34643 

-m. 
A!rm:IAuRA SENEFF 
11311 ozacmzr BaTLEvARD 
IzGcQ, FL34643 

510(k) No: K99CO75 
PHCNENO: 949-462-9434 

510(k) No: K991644 
PBNENO: 809-520-4368 

510(k) No: Ic991892 

FFDJENO: 323-264-8887 

510(k) No: IT392931 
PHONENO: 303-697-8198 

510(k) No: K983652 
PHCNENO: 727-399-5334 

510(k) IKh K984171 
PHCNENO: 727-399-5334 

510(k) No: K990194 
mN3: 727-399-5334 

510(k) No: K990524 
FTauE No : 727-392-6464 

510(k) No: K990770 
PHCBENO: 727-392-6464 

DEiVICE:LEWUASYb9~OFTZ+LMI CYAGLRSER 
SE DECISICN MADE: 3O-@AR-1999 
510(k) sZWEmNT 

DEWICE: MICRXAS 7650 !IXANm S?,CNlTX 
SE DKZISION MADE: 21-+!AY-1999 
510(k) SXM!ARY AVAILABL EFUM FDA 

DE!VICE:TRUSFEXMINTFtLAVOREDccNcQMINGlWNCOL0R, IMPULZMlXTFTAV 

SE DECISION MADE: 19-AK-1999 
510(k) m 

DEXX!JTi:NC?N-STICKBIPOLAR-S 
SE DECISICN MADE: 17-KOV-1999 
510(k) SUWARY AVAILABLE E'RCM FDA 

DEiVICE:ABLKIOREXZKXXDE 
SE DECISION WE: 23-MAR-1999 
510(k) SW&%X AVAILNU FKN FDA 

DEiVI~:ENTXJPEJ.%& 
SE DECISION MADE: 29-APR-1999 
510(k) SUbWARY AVAIIZGU F'KM FDA 

DEVICX: BIOBUTKN 
SE DECISION MADE: 17-SEZ-1999 
510(k) SUMMARY AVAILWLE FKM FDA 

DEWICE:E9ooOSYSI'I!X 
SF, DECISION MADE: 15-JUL-1999 
510(k) SUMMRY AWU?G3LE FKM FDA 

DMCE: BIOFCAKHOR 
SE DECISICH MADE: 3oJuG1999 
510(k) SWMARY AVAIUBLX F'FXX EDA 
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LlNnTEco3Rp. 
AT-IN: LAURA SENEFF 
11311 amcEm BLVD. 
LAFGO, FL 33773-4908 

510(k) No: K991024 
FT-KNENO: 727-399-5234 

LlaVATEcoDRp. 
A!rm: L?wRA SENEFF 
11311 (xmcEFT BLVD. 
LATGO, FL 33773-4908 

510(k) m: K991715 
PHZNENO: 727-399-5234 

LINVAm:. 
ATIN:IAuRA SENEFF 
11311 cnNcEPT BLVD. 
LXGO, FL 33773-4908 

510(k) No: K991830 
FWNEFO: 727-392-6464 

LlzwATEca3Rp. 
ATIN:IAuRA SENEFF 
11311 cxxcxFT BLVD. 
IAFGO, FL 33773-4908 

510(k) m: K993339 
FT-KNENO: 727-392-6464 

LI!tE SPECIALTY MFIlAL m, INC. 510(k) No: Kg84609 
IT, ICDEiL SERIES III 
AlITN:DAVIDRCIZF: PHONENO: 503-592-9235 
2046OSWAVERY~ 
??UNmm, OR 97062 

LITrLENEzLLmE3S,INc. 510(k) No: K990658 
A!I'lN:JGELR.L. EHRETJKRANZ PHCNE No : 970-927-5253 
1676 FAST XPRIS CREEK RD. 
BASALT, 00 81621 

LOFCB-,INc. 510(k) No: K99C044 
ATI'NzDANIELJMANELLI PHGiENO: 202-261-1000 
2COOMSTREET (#700) 
mSHIrWW,Dc20036 

LL3NMxJ~ICN?iLGFCUPINC. 510(k) NO: K984249 
CM3 
ATIN: NEIL ANDERSON F%KNENO: 334-702-2231 
P.O. E#IX 8308 
2926 COLUMBIA HIGHWAY 
IDIHAN, AL 36304 

ICINGFIRST (XIAMEN) CXh,LTD. 510(k) No: K990946 
ATIN: STONE a3EN PHCNENO: 886 075 612201 
#23, KCKEH?W 3RD IUD, 
=JJJ=, 

DEVICE:EONEBULIEI!SUI'UREANCHCR 
SE DECISION MADE: 16-WV-1999 
510(k) SUNWRY AVAILAHLE m FDA 

DEVICE: BIQSTINGER-VBIB MENISC%LFW?AIRDEVICE 
SE DECISION MADE: 06-AU%1999 
510(k) SUMWiRY AVAIUBLE FI0l FDA 

DEVI~:CWSULAR WEGWIRODE 
SE DECISION MADE: 20-AUG-1999 
510(k) SUbWiRY AWILABLE FlQf FDA 

DEVI~:ENwPEWLWI'lHTHREAD~ 
SE DECISION MADE: lo-DEC-1999 
510(k) SUN4Wr! AWILABLE FHN FDA 

DEVICE:ADECDEN'l%UNIT,bCU%S~ PLUS&CWCADE,DcIDEHI'ALUN 

SE: DECISICN MADE: 09-FEB-1999 
510(k) SmImdEm 

DEVICE:~ONE-SIEPWHO~BLCC0RAPIDTSHASSAY 
SE DECISIm MADE: 02-JUN-1999 
510(k) S AWILABLE FFC&i FDA 

DEVICE:=- (ZCfWXTLE!NS- 
SE DECISION MADE: ll-FEB-1999 
510(k) SUWARY Am FIMM FDA 

DEvICE:SKINSENSENI~K%iDEF-FREE btxNrHnIcMEDIcAL~I(3Na 

SE DECISION MADE: 04-MAY-1999 

510(k) STA'ImlEWr 

DEVICE:~VINYL,FWiD~,PATIEIWEXAMDWTICNGI.CNES 
SE DECISICN MADE: 04-MAY-1999 
510(k) STATmmm 
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rDF.2FlRsT (XIAMEN) rn.,Lrn. 510(k) No: K991085 
ATIN:.!ixmE aaN PEONEID: 886 075 612201 
#23, IuxsHAN 3RD Km, 
Kpd3Hsm, 

mm, INC. 510(k) No: K990238 
ATIN:MIWG- PHXENO: 202-223-0298 
1625 K STREEX?, NW 
SUITE1ooo 
iafmmxm,Dc2ooo6-1604 

mRADcnv. 
ATm:mm - 
36APE'LERIEGERD. 
DANBURY, CT06810 

510(k) ND: K992280 
FTXNENO: 203-743-3370 

LLXCSEC.MYERS 510(k) No: I(990067 
ATIN:IouIsEcMyERs PIKNEW: 425-867-0892 
14808 N.E. 66TH STREEZ 
RELMSID, I% 98052-4712 

LClUISVILLEAPLDIAGtXXT Its, INC. 510(k) No: Km984102 
ATIm:sILvIAsP~I PHXENO: 770-455-7129 
3988 l?tumms RD., ST. 620 
rxxwm.2, GA 30360 

ILWY!EX SDN BHD 

RITN: M.G. DESAI 
IDT #8, JAL?+N SUASA 
TELOKPANGLlXiGAR?WG 
-, 

510(k) NO: x984147 

EECNfiim: 603 352 6711 

LSRUBBERSDNJZHD 510(k) No: Kg80964 
ATlW:l-KHiWW~ BIN MX?&lED= ND : 670-599-3704 
2443 FIIJXXZSTREZZ 
SUITE 135 
SAN FRANam, a 91115 

LSRUBBERSDNBBD 510(k) No: K981955 
ATINzXHAb?ADF~BIN -mm: 607-599-3923 
2443 F7lXKBE ,!TlRBT 
SUITE 135 
SAN FRANcISaJ, CA 91115 

IS1 ImL., INC. 
ATIN:JAMEscLANE 
8849 EmD 
cwERr?m PARK, KS 66214 

510(k) No: Kg84021 
PHCNENO: 91343944493 

DEVICE:BWJXERS, 
SE DECISION MADE: 
510(k) m 

vINYL,FamER-mEE,PIxl?m ExAMmATIoNGLovEs 
05-M?u-1999 

DEVICE:LfXiWRT~ELLDS-1 
SE DECISICN MADE: 23-JUN-1999 

510(k) .SUMi@W Am WX FDA 

DEVICE: LC%W l-650 ( IIW'mNWIm 650) 
SE DECISIa MADE: 03-SEP-1999 
510(k) ZXR@W?Y AVAILWIX FFXX FDA 

DEVICE:SHEERGLYDEDA% 
SE DECISICGJ MADE: 19--1999 
510(k) SUbWiFX AVAILWZE FFUX FDA 

DEVICE: ACL/APS FACSKIT 
SE DECISION MADE: 18-MAR-1999 
510(k) SVCJWXT 

DEVICX:?XVYTEXSM)BHDFCWXR-FREE~LYMEROC);4TEDL4TEX~ICNG 

SE DECISION MADE: 2O-JAN-1999 

510(k) SUWA??Y AD FXXX FDA 

DEVICX:M?+XIMA,TRUSTEX,RIAAND~CXXCCW 
SE DECISION MADE: 12-MAR-1999 

510(k) STAVWWI 

DEVICE:M?iXIXA,TlUJSTEX,RIAANDPREMIWELLEScoNDaMs 
SE DECISIGN MADE: 15-MAR-1999 

510(k) sITITEMENT 

DEVICX:MS300 
SE DECISICN MADE: 28-JAN-1999 
510(k) SmTEtmW 
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Is1 m.. INC. 
ATnJ:ls2wisc~ 
8849 m 
ovIMAND PAFK, KS 66214 

510(k) No: K984113 
Fi-GE’m : 913-984-4493 

UrcasMEDI~INc. 510(k) No: K983802 
,~B,~~C=Sl"R,~,G%i?B,CES-SB,CESR-SB 

EXNENO: 714-938-0233 A!tTN:DANIELLK% 
1751 Scum muGLASS FUXD 
ANAHEIM, CA 92806 

510(k) No: I?391235 

FFDNEFD: 413-593-8288 

510(k) No: K990537 
PHDNENO: 202-857-6378 

510(k) No: Km992102 
PHCCEND: 619-318-1251 

510(k) No: It990942 
FKNENO: 619-546-7500 

510(k) No: K991754 
PI-KMENO: 619-546-7500 

510(k) No: K991138 
FI-KBENO: 454 495 3ccO 

LuDmTEc-lNIm PROD- 
soms TEMP IUFC) 

ATINzmMMURFHY 
?Fx>LUDKWPARK 
CHIOOPEE, Ma 01022 

LuImLD !FFmRMAmcALs, INC. 
ATIW:PEXERSREIC%EiKl?Z 
1050 aXNECM.m AVENUE, N.W. 
v, DC 20036-5339 

LuMALITE,INc, 
ATIN:JosEpH FTlmmmD 
477 MARINA PARKHAY #400 
clKJL?i Vim, CA 91910 

LxNcm?. 
A'ITN:NEDA FVCHCI 
6325 LUSK BLVD. 
SAN DIEG0, CA 92121 

LxNcaP. 
ATIN:NEDAF&SEiTI 
6325 LUSK BLUD. 
SANDIEGQ Ca92l.21 

LYsTAA/S 
A!rm:GREGERs LYsmmFt 
SSVEJ 102 
mu% 

LYSTA A/s 510(k) No: K992236 
00rcnmmA,Lc6000~AcrA&IX:8000~~ 
AIrIN:- LYiTTAczR PHCNENO: 454 495 3000 
VW 102 
FmuM, 

DEVIC!E:KS4OO 
SE DECISION MADE: 28-.JAN-1999 
510(k) fxmTmmC 

DEX'ICE:LMIC?-UKXIDEND~SHUNl?cXHElXR, mEL #'S CES, CESR 

SE DECISION MADE: 3OdJL-1999 
510(k) m AVUUBLlT FKtd FDA 

DEVICE:S0FTR?iNSTEXPINI'RAUETtINEPFC%SUG a- SYSTEM (IUP 5000, 

SE DECISICN MADE: 08JuG1999 
510(k) SUb%%RY Am FRX FDA 

DEVICIC~PINMFMBRANE FIXATIONPIN 
SE DECISICN MADE: 19-NOV-1999 
510(k) tmXmmtC 

DEXICE:LUMALIGIQ2~CURELIGHI' 
SE DECISION MADE: 31-AUG-1999 
510(k) SUHdARY AVAIUBLE FKH FDA 

DEVICEi:DUETIIGLUaXE! axNrRoLmmSYm 
SE DECISION MADE: 02-AU&1999 
510(k) STATmEm 

DEVT.CE:GoGLUXXE mm SYSTEM 
SE DECISION MADE: 08-SEP-1999 
510(k) smmtm?T 

D~~:LY~LccuRINGLI~,~~Lc25~/BA 
SE DECISICGJ MADE: 23-AR-1999 
510(k) m 

SE DEK!ISICN MADE: 27-AUG1999 
510(k) %@%fARY A= FRX FDA 
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M-PAcraxP. 
A!Im:AL EtzlEDEKER 
104Ooc3;P~ 
-,= 

M.R.G. INDUSIRGXS BERHAD 
ATIN:LIM - 
m.4004,JTmNPERuSABAAN3 
K?iMumING INDUSTRIAL ESTATE 
KAwIvrING,TAIPING,pERAK, 

M.R.G. IIQDUSXRIES SDN. BHD. 
LUE 
ATIN:c.z-mJG~LIM 
m.4034K?!MummIND.EsTATE 
P.O. Box 9 
mm, PERAK, 

M.R.G. INDUSTRIES SDN. BHD. 
A!rmJ:cHc#zmLIM 
ET.4004KAMuNTmIND.~ 
P.O. Box 9 
KAEIIINTING, PERAK, 

M.S. tJAHW%R, MD 
ATIN:bCHXMED JAHAPXER 
44omk3AREoRm 
-,NJo8012 

~m-lpLw--Lm* 
ATrN:ANIIl r5mxT 
915 EWE GENTIAN ROAD 
SUITE #l 
F&SAN, MN 55121 

MABISJ%mmcmE,INc. 
A!ITW:S!lWJENMBISULCA 
28690 E!ALUGD DR. 
LAmFoREST,IL6cQ45 

M 
ATIN:EDuARDo MAFai 
7475 wImsIN ANE 
SUITE 850 
BEXHESDA, MD 20814 

510(k) ND: K993883 
P?KBEND: 785-542-2920 

510(k) No: K991640 
?XCNENo: 605 891 1111 

DEVICE: M-PACTCDRNEAZ, LIGm fmIEI.D 
SE DECISION MADE: 21-DEC-1999 
510(k) SUbWiRY AVAILX%E FROM FDA 

DEVICE:HE&LTHAID PREMIUMPRE-mERED NITRILE Ex7wNATIoNGLmES 
SE DEXXSICN MADE: 28-M?W-1999 

510(k) SUWARY AWILABLE FTXX FDA 

510(k) No: K991304 

PHONE No : 605 891 1111 

DEVICX:HFALTH+AID PREMIUMPOGJDER~NITRILE EXAMDWTIONGLOVES,B 

SE DEcISI@d MADE: 23-JUN-1999 

510(k) SU.t%WY AVAILABLE: FIXX FDA 

510(k) No: K991305 DEXICE:HEALTH+AID PREMIuMPcwDERmLATEx EzmmmT1cNGL(xTEs 
PHCNENO: 605 891 1111 SE DECISICN MADE: 21-JLJN-1999 

510(k) m AVAILJWE FF0l FDA 

510(k) I0 K990738 
PHXEN3: 609-582-0033 

510(k) No: K982114 

PHONENO: 612-462-3648 

DEVICE: DR. m's anTE? 
SE DECISICN MADE: 29-CX!l?-1999 
510(k) sm 

DEvI~:~~SILIooNIsEDIxlw~sN~~~~I~~ 

SE DECISICN MADE: 21-JAN-1999 

510(k) ~m!mmn! 

510(k) No: K.990506 
PHCNENO: 847-680-6811 

DEVICE:MABISNB-O2ULTRW0NI cNEBUL1zER 
SE DECISICW MADE: 11--M&X-1999 
510(k) SmTFHEm 

510(k) I0 K991927 
EJHXENO: 301-986-4440 

DEVIC.X:MEDI-TESTCXX%3I 11 
SE DECISION MADE: 17-SEX-1999 

510(k) SUW?ARY AVAILABLE FROM FDA 

- 
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MADSEN -cs, INC. 
ATIN: TRACY MILLIER 
5mRmLANDm 
MJsMwDQ MN 55343 

510(k) Iw: K983851 
PKNENO: 612-930-0804 

MAERsKMED1cAz,A/s 
A!BN:RICZARDAUAMER 
6401ME2KWSWEST 
FORT L+lXTH, M 76132 

510(k) No: K990110 
FEONENO: 817-294-3644 

MAERsKMEO1cRLA/s 510(k) No: K990111 
ATIN:FtICMARDAHRHER PHCNENO: 817-294-3644 
6401tGXlCWSwEsT 
EOKl'bDRTH, TX 76132 

M?iERsKMED1cALA/s 
A!SIN:FUCTdARDAHAM!B 
64OlMETUXSWEST 
FORT WFEf-I, TX 76132 

510(k) No: K990112 
FTKUENO: 817-294-3644 

Mm?sKMED1cmA/s 
4539, 4540, AND 4560 
A!ITNtRICHARDAHAMFiR 
64OlMEIXfSSWEST 
Fcx(T PDKlI'H, TX 76132 

510(k) No: K990113 

PHCNENO: 817-294-3644 

t"mEssKMEDIcALA/S 
ATIN:FUXARDAHbMFR 

510(k) No: KS90115 
PHBIEND: 817-294-3644 

6401MEADowsWEST 
FORT KORTH, TX 76132 

MAEFcxmD1cALA/s 
ATIN:m SELI 
l2744SANl?ExmNmm 
SYLMAR, CA 91342 

510(k) No: K991759 
PHCNENO: 520 527 0107 

blmFtsKMEDIcAL,L'I23. 
Iv2 
ATIN:EVAN DICK 
7527 7 AVENUE 
s-r. Iours, KI 63105 

510(k) No: K990810 

PHCNENO: 314-721-0112 

M~I=NA mwwcm TBXKJLCGIE~, INC. 510(k) m: K991819 
ATIN:ANNIE VELEZ FKNENO: 305-261-2211 
7200 N.W. %VE!NIH STRFBX 
MIAMI, FL33126 

DFiVI~:(.X'EUA axTdLEmEMISSIoNS~YzER 
SE DECISICN MADE: 28-JAN-1999 
510(k) w 

DMCX: DIS~EXZICMTRD% -m, z43DEL 4110, 4140 
SE DECISION MADE: 06-DE&1999 
510(k) StJMMRY AVAILXUZ FRX FDA 

DEVICE: DISFCSAEXEffiMMIXRMG -ES, lCn3L.S 4520, 4535, 4570 
SE DECISICN MADE: 06-DEC-1999 
510(k) ,SUMGRY AVAIUBLE FRM HX 

DEVICE: DISF%AELEFXX~ ELaEaRmES, MCDELS 4060, 4610 
SE DECISION MADE: 06-DEC-1999 
510(k) SUM?iRY AVAILMRZ FFCM FDA 

DEVIC!E:DI~~MZ=~~ -Es, mEIs 4500,4530, 4533, 

SE DECISICN MADE: 06-DEC-1999 
510(k) StRMiFZ Am FXM FDA 

DEVICF~:DISFQ#~LE~ECGICJNITG?INZ ELFicmmEs,rn~, 4420, 4440 
SE DEZISICN MADE: 06-D&1999 
510(k) SUBlARY AVAIL7UX FRB4 FDA 

DE!VI~:bfAERSKMEDIC?iL cTmmmINFus1oNSE!r 
SE DECISION MADE: 25-JUN-1999 
510(k) SOMARY AVAIUBLE FFXX FDA 

DEiVICRARXAES-ABANTIMICRXIAL BAFRIERFILMDFCBSII'G&ISLANDDRE%I 

SE DECCSICGJ MADE: 17-SEP-1999 
510(k) SU&l?GU AVAXJBLE FRX FDA 

DEVIm:m30 
SE DECISION MADE: 19-AUG-1999 
510(k) f+xRmmm 
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MNmExIC -,m 510(k) NO: 
IXITN:ANILNSHGITY FHXlEIW: 
55rmKrImNBLvD.,SuITE200 
GREXJJ NEm, NY 11021 

N?GNEl'IC RESGWNE EQJIpMwr CmP.SlO(k) ND: 

ATIN: G.KWLD l.tBRIUS FFDNENO: 
6WASHmXmAvE. 
BAY .SHXFn, NY 11706 

MAHE mI!L., INC. 510(k) No: 
A!rm:- R!zIcH ti'm : 
3cmLJAMEs~PKwY. 
-, TN 37201 

K991426 
615-385-3545 

MwcRmBIL1TYPFwucTs, INC. 510(k) No: m84493 
m:m SCHWEISS FT-DNENO: 281-398-5444 
18206 MANCE: cr. 
I-KxJm, TX77094 

MRJmImEmmYm~,INc. 510(k) No: 
A!rm:isaxT fsa%wsS PHONENO: 
18206 mNcE a'. 
mm, TX77094 

K992035 
281-398-5444 

- INC. 
ATIN: TEmsA O'SHEA 
675 - BLVD. 
ST. KUIS, IX3 63134 

510(k) ND: K983830 
PH@lENO: 314-654-3944 

MALLINCXXDT INC., LIE3JZLvFL?@SHEI510(k) No: 
A!ITN:EWDGEXDRAKE PmiE~No : 
2111 ETsr GATAEEWTH RD. 

K984088 
80-O-347-9730 

P.O. E0X 156305 
CINCINNATI, CH 45215-6305 

mN?wMEDIcALPRtxl~,INc. 510(k) No: 
ATTN:MI- PLISHKA FFDENO: 
2200 CaRLscN DR. 
-, IL 60062 

MANuFAcIuRERDENlBLocNTINENM.l 510(k) No: 
ATm:GARY ?4zxNIK FTXBIENO: 
3cxm1GoLDm I-FmmN #334 
HPGUNA NYVEL, C?i 92677 

K992892 
248-551-1006 

K983250 

516-243-3500 

K983620 
847-498-3333 

K991577 
949-363-2953 

DEVICE:STEPPIIG KlxEmTIc~m 
SE! DECISICX'J MADE: 16-SE%1999 
510(k) .SUWiRY AVAlUE&E FwlM FDA 

- (=m 

DEVIQE:INVASIvEBLccDpREssuRE (IBP) FUNCTICN,MBEL95OOMULTIGASMZ 

SE DECISION MADE: 12-DEX%1999 
510(k) SUbWRY AVAILAEU FRaM FDA 

DEVICE:MAHEIN~ 
SE DECISICN MADE: 05-AU.?&1999 
510(k) SUMGRY AVAILABLF, FRaM FDA 

DEVICE:MMXIM;MAXXIMHD 
SE DECISION MADE: 08-&m-1999 
510(k) sIXmm?r 

DEVIC!Ft:MWUALWFZWHMR 
SE DECISICN MADE: 12-AIJG-1999 
510(k) txmTEmm 

DEVICE:alppERHEAD 5FR.EJrAc?mErER, FINCH4FRPTAcXBFmER 
SE DEXXSICN MADE: 16-APR-1999 
510(k) SUMMARY AVAILABL FR%l FDA 

DEVICE: OE'TISTARMRlXXC!XBSY~ 
SE DECISICN MADE: 06-DE%1999 

510(k) SUbMARY AVAILAEU Fw3M 

DEVICE:MWANSPINALNEEDLES 
SE DECISICN MADE: O&JAN-1999 
510(k) S'mmmm' 

DEVICEi:NICTCNfZAGXMCR!ZSINS 
SE DECISICN MADE: 22-SE%1999 
510(k) ,sTNmmm 
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MAROONIMEDI~SY~ 
ATTN:HETXNKKEELER 
595 MINfm RD. 
HIGHLANDHEI~,cH44143 

MARocNIm1mSYsTEMs 
ATIN: 
595 MINER EcaD 
HIGHLANDHEIGmS,cH44143 

MARamIMEDIaLSYSlCEMS 
ATINzELAINEKKEELER 
595 MINER RD. 
HI~HEI~,oH44143 

M?iFmNIMEDIcmJSY~ 
A!MNzEUINEiKKEZXER 
595 MINER RD. 
HI~HEI~,cH44143 

Mmax?IMEmcRTdSY~ 
A!MNzELAINEKKE%ER 
595 MINER RD. 
HIGHLANDHEI~,cH44143 

b?maNtmrcaT,SYm 
ATINzFUINEKKE!ETBR 
595 MINER RD. 
HImHE1m,a44143 

MARooNIMED1cALSYm 
ATINzEXAINEKKFETXF? 
595 MINER RD. 
HI~mI~,m44143 

MsmcmImImSY~ 
ATINELAINEKKEELER 
595 MINEFt FOALI 
HI~HEI~,cH44143 

MARocwIMEDIcaLSY~ 
ATINtEWNEKKEELER 
595 MINER RD. 
HI~HEI~,cH44143 

taRcmIMEDIcaz,SY~ 
A!llNzRXW&DJM.WXNE 
595 MINER RD. 
HIGHLAND HEIGHcS,cH44143 

510(k) No: K983764 
FWCNEINO: 440-473-5591 

510(k) No: I(983948 
FHIWNO: 

510(k) No: K984588 
FT-DNENO: 440-473-5591 

510(k) In K990860 
PHcNEtNo: 440-473-5591 

510(k) No: K990868 
PI-KNENO: 440-473-5591 

510(k) No: Kg91256 
PEXXIENO: 440-473-5591 

510(k) W: K991568 
FHXEND: 440-473-5591 

510(k) No: x991943 
FTDIENO: 440-473-5591 

510(k) No: K992225 
FWNENO: 440-473-5591 

510(k) NO: K992335 
FT-DNFINO: 440-473-7651 

DEVICE:VIEWFQINl?ltXXS-STEFUGD 
SE DECISION MADE: O-1999 
510(k) SufMwY AVAIUEXE FFuN FDA 

DEVICE: BEAODN, tX)DEfL 211060 
SE DECISICN MADE: 16-AFR-1999 
510(k) +SWWRY AVMLABLE FFXM FDA 

DEVICE:PI%SEDARFGYFLEXIBLFCRRDIACcxlIL 
SE DEICISION MADE: 08-FEB-1999 
510(k) S Am FHM FDA 

DEVICX:VIEWFOIIVlTMICRXaXEOPl'ICN 
SE DECISICN MADE: 3O--MAFt-1999 
510(k) SUMmY AVAIIAKW FRaM FDA 

DEVICE:VBMHXNTPASSIVETCOLOPI'ICN 
SE DECISICN MADE: 3O-MAR-1999 
510(k) .SUM?Rf Am FIMM FDA 

DEiVICE:VlXWFQINTEwT/oIMglpEDICOF'lTCX'I 
SE DECISION MADE: 08-OZC-1999 
510(k) m AVAIUBIE FRX DA 

DEVICE:MFtSFECIRBX PY PACKWE 
SE DECISION MADE: 19-1999 
510(k) SUbWRY AVAILH&E FXM NIA 

DEVICE:Mw;POPI'ICAL~UNIT 
SE DECISICN MADE: 23-AUG-1999 
510(k) SUMGFtY AWQLABLE FEiQM FDA 

DEVICE:QUANJTITWIVEFUX 
SE DECISION MADE: 07-SEF'-1999 
510(k) SUWARY AVAlIXZE FRZM FDA 

DEVICE: BEAOCW-P, MXXL 211059 
SE DECISICN M&DE: 07-WT-1999 
510(k) SUMM?Rf A- FFQl FlDA 



SUE?dI'ITERADDRESSLISTINSFORCDRHSUE&%WTIALU~ (W 510(K) - OR 510(K) - 
FOR FIN?% DECISICNS RENDEBED DURING THE PERIC0 Ol-JAN-1999 m 31-DE%1999 

ldARmNIMEDIcAz,SYSTEMS 

-2% 
Page 218 

510(k) No: Km992412 
PFKBlEm: 440-473-5591 

DEVICB: IPASSBDLUSTRACKING 
SE DMlISIcN MADE: 17-A-1999 
510(k) SUMMARY AVAILABL FRQM FIlA 

ATIN:ELAINEKKEELER 
595 MImR RD. 
HIGHLANDHEIGHrS,cH44143 

M7iRIL mucrs, INC. 
AYCNzANNEiRWHITEHAIR 
320 WEST 6Tt-l ST. 
TUsTIN, ca 92780 

MwgJErmMED1c%SYSTEMS,m. 
A!rrN:MARIA VImFwrs 
2OOHAF?RYSmrmmJM?NPmx. 
SUITE 220 
-s, MD 21401 

MAKTTILLEBCDRP. 
ATPIN:= mNG 
4THFL. IW.2MIIGTSUE. RD. 
TAIPEI, 

MASIMD CORP. 
ICDISFQ%EiTBSENSOR,MASItQLNOP 
ATI'NzJAMEiSJCWNIN 
2852 KELVIN AVE. 
IR.%ut& ca 92614-5826 

l4rism am. 
0, LmP-WET, IimP-DCI, PATIENT 
ATlNzJAMESJCRCNCN 
2852 KELVIN AVE. 
IRVINE, CA 92614-5826 

510(k) No: K992661 
PHCNENO: 714-544-7711 

510(k) No: K993008 DEVICE:QJAIWIT7GTWSlWMNELSYSTEN 
pHoNENO: 800-851-6525 SE DECISICN MADE: 06-DEG1999 

510(k) No: K991914 
PHCHENO: 886 225 929119 

510(k) I'm K990966 
-PDT-PEDIATRIC/~ DIS 
FTDNENO: 949-250-9688 

510(k) No: K992238 
cIzmJ3 (Pco4, Ea8, FCl2) 
PHONE No : 949-250-9688 

510(k) NO: K992340 
ADT-ADULT/PEDI?W.ICDISFOSAE%E SEwoR,MAS~'LNoP-m-FJE 
ATINzJAMESJCBMTN FBllEN3: 949-250-9688 
2852 KELVIN AVE. 
IRVINE, CA 92614-5826 

MASM ax!P. 
ATINtJAMESJCRCNIN 
2852 KELVIN AVE. 
IRVINE, CA 92614-5826 

510(k) ND: K993555 
PECCENO: 949-250-9688 

l4ASJU SDN. BHD. 510(k) m: K991493 
A!rlN:HEmcHENG HUI PHCNZID: 044 388 518 
PU?T3,JATm?W1,TIKAMBATU 
--, 

DEVICE: -L III ELITE 
SE DECISICN MADE: 14--BP-1999 
510(k) .YBmMEm 

510(k) SUMMARY Am = FDA 

DEVIC!E:SUPERscoTHER 
SE DECISICN MADE: 06--CCT-1999 
510(k) SIATFWW 

DJiVIcE:M7+SIML)SE,T2ooOFULSEOXlMBER, MASIMBUWP-ADT-ADuLT/PJ%DIATG 

SE DECISION MADE: 07-JUN-1999 
510(k) .5tBWGW AVAIIBLE FEicM FDA 

SE DECISION MADE: 08-CCT-1999 
510(k) SUbNARY Am FRCH FDA 

DEVICE:MASItBSETRADICN,PUI.SEO~WITH.W%HARE, M?sImLmP- 

SE DECISION ME: 08-CCT-1999 
510(k) SUMMARY Am FEMM FDA 

DEVICE:MAS~SET&JARTZ25OOPULSEOXIMEB!RANDAcaEssoRIEs 
SE DM=ISION MADE: 19-NOW1999 
510(k) SUMMARY A- FRQM FDA 

D?iWIcE:PUlEFGVDER--NITRILE EX?mImTIcNGLOvES 
SE DECISION MADE: 26-MAY-1999 
510(k) STAT&mm 
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-. INC. 
A!MN:i.?ARoxvMAssoN 
1200 BINZ, SUITE 1200 
HwsIDN,Tx77004 

MlATEG3, INC. 
Al?m:PAuLLSAxrm 
13010 SAN -RD. 
SYLMAR, CA 91342 

MATECH, INC. 
Al-TN: PAULLSAX'IW 
13010 SAN Fl?mmNm RD. 
b!3YLMm, ca 91342 

MA=, Ix!. 
A'I'IN: PAULLSAXXN 
13010 SAN -RD. 
SYLMAR, CA 91342 

MATH L5xxIJrIms, LTX 
ATIWNENDELDEAN RENNER 
5975 GALES LANE 
CDLUMBIA, MD 21045 

M?ixxIMMEmaL 
A!ITN: PETER GmE3AM 
4750 11~ AVE. MXtH 
-, FL 34622 

MAxxIMMEmaL 
A!M'N:EDDIE MXFXX 
1445 FmT CREEK RD. 
ArlFlms, TX 75751 

MAxxIMMEmaL 
m:EDDIE NNROE 
1445 FLAT CREEK RD. 
A8-IEms, TX 75751 

510(k) No: K983918 
FT-?mEm: 888-45&7447 

510(k) No: K.992705 
FHCNENO: 818-367-2472 

510(k) I0 K.992881 
PKNEN3: 818-367-2472 

510(k) ISO: x993572 
-NO: 818-367-2472 

510(k) No: K993530 
PWNENO: 410-997-9578 

510(k) No: K983982 
PHONENO: 727-561-2100 

510(k) No: K984189 
FFDNENO: 903-675-9321 

510(k) I0 K990173 
PHCNE NO : 903-675-9321 

M?ixxIMMFmaL 510(k) No: K991615 
EFWtiDERFREEMEDICAL ExmlnaT1cNm 
A!ITN: JOYCE mY E?-DENO: 813-814-4817 
477 ar+fmFa BLVD 
OLDSXAR, FL 34677 

DEVICE:RADIGLUCEHTCXi%XTE LIMB EOSITICNER (R-CLIP) 
SE DECISION MADE: X&MAR-1999 
510(k) .'XMWmc 

DEVICE:CERADIUMMX'WRECIOUSCEW#ICALLOY 
SE DECISICN MADE: 22-S'EF-1999 
510(k) smiT&mm 

DEVICEi:HIBcNDNCN-PRECIOUSCEFWfICALT.GY 
SE DECISICN MADE: 19-W-1999 
510(k) SRQEMEW 

DEVIC!E:CERADIUMVIWW?RECICUSCERiWIC~Y 
SE DECISION M&DE: 13-DEC-1999 
510(k) smmmft' 

DEVICE: SYSTEN2100 
SE DECISION MADE: 15-D&1999 
510(k) SUMMY AVAIMBLE FRoEl FDA 

DEVICE: SENSICWE camTmxIcpckJDERFREE~I~~ 
SE DJXISICN MADE: 04+AY-1999 
510(k) SD?M%RY AWILABLE FXM FDA 

DEVICE:ARWNMULTI-LUMENCXNTHG~S~ 
SE DECISICN MADE: 05-?&Y-1999 
510(k) SUMMARY AVAILWLE FFXM FDA 

DEVICE:PATHFINDEFtIIANGIo(;RApHIC~ 
SE DECISICN MADE: 21-DM;-1999 
510(k) SD&NARY AVAILAEW FtUX FDA 

DEVICX:FOLv PcxnlDER~DENTAL ExAMm?mcNGLcvE, WLYrJmzmN 

SE DEcISIcN MADE: 3O-JUL-1999 
510(k) .SUMGRY Am FWSM l%A 
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MAxxIMMEmB;L 
ATIN: PETER GlvmM 
477 - BLVD 
oLDSMAR, FL 34677 

mxxIMMEmC7% 
ATI'N: JOYCX M.XX)Y 
477 - BLVD 
OLDSMAR, FL 34677 

McTKmm, INC. 
ATI'N:JOHN MCINWY 
408OYCXJKFIELDST. 
m-lEwRlIm,0380033 

Mcxcm.m, INC. 
S 
ATIN:JCXrW KXNROY 
4O8OYCXKFIELDST. 
wmATRIM;E,oD80033 

MEDAMIUJS, INC. 
OQFU(IAZ,DILATORSFX' 

A!l.TN:DENNISSMADISCN 
15301 HWY. 55 WEST 
MINNEXOLIS, MN 55447 

MEDAm ODRP. 
A!IlN:M?RiLYNMCHN 
11772 SORREMB VALLEY RD. 
SUITE 240 
SAND-, a92121 

MEDAKC 03w. 
ASTIN: MARILYNMCmXr 
11772 -VALLEY RD. 
SUITE 240 
SAN DIMX), CA 92121 

MFDAKrIs~ 
ATlN:LINDA JALBERC 
1601mAFzLOKY+D 
RE&5BmIR PLAE 
imiYm!M, MA 02451 

MEDARTIS x 
ATlX:LINDA m 
1601 TRApElcx, m 
RELSERWIR PLACE 
wAI;?NAM, MA 02451 

510(k) No: K992l.22 
PENENO: 727-561-2100 

510(k) No: K992865 
PKNENO: 813-814-4817 

510(k) plR3: K990461 
FWNENO: 303-420-9569 

510(k) No: K99l275 

PHXENO: 303-420-9569 

510(k) No: K990705 

PHONENO: 612-559-2613 

510(k) No: K991297 
PHONENO: 510-832-2130 

DEVICX:TFtU-~F'FVINYLKBilXRFPEE ExAmNAT1mm 
SE DECISION MADE: 15dUL-1999 
510(k) SUWAFX AVAILNXE FElcpl FDA 

D?NICE:SENSI~X!?VINYLKNDERFREEMEDICAL EmMINAT1mm 
SE DECISICN MADE: 13-OZJ!-1999 
510(k) SUMM?GY AVAXABLE FRX FDA 

DEVICE: NXINLEY SP DISPDSABLE: INFUSION FUME' 
SE DECISICN MADE: 3O-JON-1999 
510(k) S!mTmmT 

DEVICE: WALKMED 300,WALKMED 350,WLKMED IC, WALKMED PCA, WALKMED PM] 

SE! DEKXSIOH MADE: Ol-JUL-1999 
510(k) STATEXENL' 

DJiVICE:MEDAMIUJSCXXXIAL lNI!RCDUCER KIT, 10330-xXx, EKXXN SCIEXCIFIC 

SE DECISICN MADE: 28-JUN-1999 
510(k) SUMMAFZ AVAILKXE FKN FDA 

DEVIcE:UNI-L&SEFt450PcD2IASEFtSYSTEM&~ 
SE DECISION MADE: 12-JUL-1999 

510(k) Smm@NJ! 

510(k) No: -91659 
EKIBENO: 510-832-2130 

DEVKE:UNI-L&SEEt425PDICDELASEFtSYSTEN&ACCESSORlES 
SE DECISICN MADE: 29-JUL-1999 

510(k) m 

510(k) NO: K992106 
PHCNENO: 8W-44&8168 

DE!VIC?Z:KNJSSYSIEMSFXJ?-DRILLINGSCREWS 
SE DECISION MADE: 17-W-1999 

510(k) SUMMAFX Am FK&l FDA 

510(k) No: K992682 DENICE:KiXJS2.5MANDIEiULARFB4XNSTRUCM~N 
PIloNENo: 8C&448-816!3 SE DECISICN MADE: 24-W-1999 

510(k) SUWAFtY AWIIZBLE FKN FDA 
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MEDAKrIS x 
ATm:LINDAJ7cmKr 

-cs, INC. 
A!tTNzWIILIAMEMCKAY 
9712 S. ALtlYQDlT DRIVE 
SANDY,uT84092 

MEDCANICA, INC. 
ATIRAL WEI- 
19526 EAST LAKE DRIVE 
MIAMI, FL 33015 

MlmcANIcA, INC. 
A!rm:AL wEx%wxm 
19526 EM-J? LAKE DRIVE 
MIAMI, FL 33015 

MEwam. 
ATrN:ELAINE MARTIN 
8319 THORA #Al 
SPRING, TX 77379 

MELtmA INC. 
ATTNzSTERBNDSMMH 
4610 PRIME PARKWY 
MCHENIIY, IL6005~7005 

mELA INC. 
A!t'INzENNNBAEiEWERS 
4610 F'RIME PAFWJ?Z 
Mc-mmY, IL6cn50-7005 

MEDENrAL INl!L. 
ATIN:DEJ3FtACXSON 
~~~~CLEARCREEKFJD. 
W, Co80434 

Mmxx, INC. 
A?TN:m m 
3637 LAO3 RD. 
I-iILLIARD, ~33 43026 

510(k) No: K992683 DEVICEi:h0DUS2.5MANDIBuLARTRAUMASET 
FFKNEND: 80%44%8X8 SE DEXXSICN MADE: 24-W-1999 

510(k) No: K991441 
ERONENO: 801-944-9977 

510(k) No: K991064 
PHONENO: 305-829-3437 

510(k) No: K99h36 
FTCNENO: 305-829-3437 

510(k) ND: K982371 
FKWENO: 281-379-3100 

510(k) No: Kg83552 
pHcNEI\K): 815-363-1166 

510(k) No: K984589 
PHCNENO: 202-223-5120 

510(k) No: K990314 
FFKINENO: 303-567-2542 

510(k) IW: Km982640 
EZ-KNENO: 800-529-3932 

510(k) SUM!AEZ AVAIXBLE FRN FDA 

DEVICE:CADENtXDoPPX.&XUL'IWBXNDSYSIW 
SE DECISION MADE: 28-DEiC-1999 
510(k) SUMAF&' AVAILXXE FRoEl FDA 

DEWICEi:MEXMWtPALFIXATIcNSYSTEN 
SE DFJXSION MADE: 23-JUN-1999 
510(k) .S'WWW AWGIAEGE FRX FDA 

DEVICE:ULTRA-XBX 
SE DECISICN MADE: 05-WV-1999 
510(k) SUMMARY AVAILABLF: FEMM FDA 

D?ZVICE:MEDa3ASPIFtA'RXIV 
SE DECISION MADE: 12-FEE1999 
510(k) tsMm@XW 

DEWI~:E!ASIC,MEDIAN,DQMIMwT, ANDVARIO 
SE DECISION MADE: 07-JAN-1999 
510(k) ,smTEmm 

DEVICE:~L&MP 
SE DECISICN MADE: 20-APR-1999 
510(k) STATHGW 

DEVICEi:MULX'I-UREiCtXRXITE~ 
SE! DECISION MADE: 02-APR-1999 
510(k) t3mTEWW 

DEVICE:MEDEX3ooOSERllG SYRINGE lxl?us1cNpeTMp 
SE DECISION MADE: 06-APFt-1999 
510(k) SUMAF?Y AVAILXIE FRX FDA 
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MEYxAxx, INC. 
A!cTN:ti J(Ix-lNm 
P-0. EXX 17827 
RALEIGH, NC 27619-7827 

MEm-GmBEcmP. 
ATIN:MT.CWLLEiLFlELDS 
6202 SOUIZI M&PLE AVE., 
SUITE 131 
TEMPE, AZ 85283 

MEm-.JEmcmP. 
EX?REEINSULINDELIVER!fSYSTEM 
ATmzPExxxLHouAND 
161CHE%IRELANE, SUITE100 
MmNEAEoLIs, MN 55441 

Mm-s.rIMA/s 
A!tTN:JONHf%EM 
mmx35 GREFSEN,N-0409 OSLO 
SANDmIEN 110' 
-, 

MEDIGATDLTD. 
ATIN:PAULEDRYDEN 
6329 w. WA- CT. 
MocDRDm, IN 46055-9501 

MEDIcaaxP. 
ATrN:PHm!Ics M4KFus 
14 DEAWZELO DR. 
BEDFORD, MA 01730 

MEDICA, INC. 

510(k) No: K973865 
PHONENO: 800-937-3993 

510(k) ND: K990220 DEVICE: MXXCFICATICN OF GIP/MFDI-GIXX% ULTRASWND NEEDLE SYSTEM 
FWNENO: 800-966-1431 SE DECISION MADE: 31-MAR-1999 

510(k) No: K99l294 

ETDNENO: 612-475-7773 

510(k) NO: K992305 
FKNENO: 472 305 9660 

510(k) ND: K991685 
pH%NENO: 3173353780 

510(k) No: K990971 
PJXNEND: 781-275-4892 

510(k) No: K993034 
IF!CDY(AEMA)TESTKIT,tCDEL6001-ESD 
ATTN:RT?mmA c?TaFam PHCNENO: 760-634-5440 
336ENC!INITASBLVD., SUITE200 
ENCINITAS, CA 92024 

MEmaLAD~,m. 
ATTNzTHQMASETYNES 
10437 IJQWVATICN DR. 
MIL,WAUKEE, WI 53226 

510(k) No: K991113 
FFDVENO: 414-258-3808 

MEDIcaLADmNcES,INc. 
mTfXN4SETYNES 
10437 INNOVATIa DR. 
MILWAUKEE, WI 53226 

510(k) No: K991115 
FKNENO: 414-258-3808 

DEVICE:BIKrCHfZRUVLAMP 
SE DECISION MADE: 26-FEB-1999 
510(k) SrplTEMENT 

510(k) SUbWRY AVAIUBLE m FDA 

DEVI~:~IFICATICNTOMEDI-JECTOORFORATICNMEDIJM;TWI cHoIcxNEEDL 

SE DECISICN MADE: 23-APR-1999 
510(k) SUMMARY Am FFCM FDA 

DEWICE:MEDI-SMM~Y~, MZdXCLBFlWO-BF2CO4 
SE DECISION MADE: 08-SEX'-1999 

510(k) SWMAFZ AWILABLE FRQM FDA 

DEVICX:HATxlLITEAADSYsTEMWITHDEDI~cQMpREssoR 
SE DECISICN MADE: 13-AW-1999 
510(k) SUMTiRY AWULABLE FRaM FDA 

DEVICE:EASYLYTEQJALITY cZcWCK% KIT, MM3ELS 2814, 2815, 2816 
SE DECISICN MADE: 27-APR-1999 
510(k) SlxtmEW 

DEVICE:MEDIC7+INDIRECTlNlUiW~ (IIF) ANTI- ENIXWSIAL AWI 

SE DECISION MADE: Ol-NW-1999 
510(k) SUtM?W AVAIL7%U FlXM FDA 

DEVICE: ‘INEAR WFusr OXL, mELI 44cY.x-09 
SE DECISION MADE: lO-JUN-1999 
510(k) SUMMARY AVAIUBLE FXM FDA 

DEWICF,:LINENtSIXULDERo3IL,MXZL414GE-O9 
SE DECISION MADE: 08-JUN-1999 
510(k) SUMMARY AVAILAEU FRc%I FDA 



suEplIlTnADDRESSLISTIl'GFoRCDFHSUBZWl'IAILY~ (SW 510(K) SUMMARIES OR 510(K) - 
FGR FINAL DECISICNS RENDERED DURIIG THE PEZFUCD Ol-JAN-1999 !ItWUGH 31-DEtC-1999 

-2 
Page 223 

MEDIc7+LADvAmG,INc. 
ATINz'IWM7iSETYNFS 
10437 INNOVATICN DR. 
MILWAUKEE, WI 53226 

MEDIci%ADmNcES,INc. 
A!tlNzWETYNES 
10437 INbWATION DR. 
MlDJA-, WI 53226 

MED1cALANALYs1sSYm,m. 
A!l.TNzSarrD~ 
542 FLXNN RD. 
c3MAwxm, c?i 9303.2 

mMAIiYD= 
542 FLYNN RD. 
-, CA 93012 

MEmmLANALYs1s SYm, INC. 
Ls 1, 2, AN0 3 
Arrmr: sbor - 
LIImmTEcHNoux3yPARK 
542 FLYNN RD. 
cAM?mLm, ca 93012 

510(k) No: K974236 MEmc?iLammmrS,INC. 
MEMMMp~XLSOFT-LINEEOUBIELUMEN~,2~SB 

AtITNzJEANNEMCUSH FFENENO: 215-25f?-4201 
1499 DEW DR. 
HARLEY-, PA 19438 

MmICALa@mmmrS,INC. 510(k) No: K980438 
CM) DUC-SPLIT cI2xmnm McDs118m 
ATlNzJEANNEMCUSH FTXNENO: 215-256-4201 
1499 DELP DR. 
HARLEY-, PA 19438 

MEmcnLa%Fmmrs,INc. 
ATIN:J.EANNEMCUSH 
1499 DELP DR. 
HARLEYZiVILLS, PA 19438 

510(k) No: x981125 
FFKNENO: 215-256-4201 

MEDIcnLamcNEmS,INc. 510(k) No: K983511 
LxxJEKEwMENw 11.5FR x Em, SOFT-LINE LUMEN cxl?-l 

ATIN:JEANNEMUJSH PFCNENO: 215-256-4201 
1499 DEW DR. 
H?BLEY,SVILLE, PA 19438 

510(k) No: K991434 
EKHENO: 414-258-3808 

510(k) No: K991724 
FKNENO: 414-258-3808 

510(k) No: K992430 
PHCNENO: 800-582-3095 

510(k) No: x992829 
PHCCIENO: 805-987-7891 

510(k) No: K993546 

FTDNENO: 805-987-7891 

DEVICE:QUADRWUREWRISToDIL,limlEL445PH-64 
SE DECISION MADE: 06-JULr1999 
510(k) SUWlhRY AWiIUBLE FTioM FDA 

DEVICE:QUADRATURELGdER EXmEMI!maxL,mEL473FH-64 
SE DECISION MADE: 02-AUG1999 
510(k) SUW&RY AWILABLE FRW FDA 

DEVICFscaRDIORWUNECARDIAC~o3NTw3LI&VELS1,2,AND 3 
SE DECISION MADE: 30-AU%1999 
510(k) Sl7Z%WT 

DEVICE: CASCWELIQJID (xkxuImI~~LLEvELs1, 2, AND 3 
SE DECISICN MADE: 22-W-1999 
510(k) STATmEW 

DEVICE:TRI-POINT, LIQUINlWZ LIQJIDASSAYmlMMuNcwSAY amTFoL, LEVE 

SE DFXZISICN MADE: 30-NOW1999 

510(k) m 

DEVICEi:~SCHZNXLSOFL-LINEDcuBLF:LUMENCWNEZER, 15CN SBF146, 

SE DFCISICN MADE: 15-APR-1999 
510(k) SmTENEW 

DEVICEi: 11.5F X 6" (15CM) DUO-SPLIT cUt%IER mS116Ml?, 11.5F X 8" (20 

SE DECISICQ MADE: lO-JUN-1999 
510(k) StmTmmr 

DEVICE:~TEsIOWE%TER, l,4XELS MBR-6, -6, MEiS-6 
SE DECISICN MADE: 26--1999 
510(k) STAnWxW 

DEVICE:SOFT-LINEIJDCUBLE!LUMENclplIpIETER 11.5FR X 12cM, SOFT-LINE IJ 

SE DECISION MADE: 08-JUN-1999 
510(k) Smmmm' 
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MEmcnLcnGmEmS,INc. 
AlTNzJE?iNNEMCUSH 
1499 DE!LF' DR. 
HARLEY-, PA 19438 

510(k) No: K991320 
PHONENO: 215-256-4201 

MEDICALDFLCA WCS, INC. 510(k) No: I@92411 
A!IlN:DAVlDMTRm PHONENO: 8X3-769-6411 
12720 WEKMXIH ST. 
ARLFI*A, CA 91331 

MEDICALDATA -cs, INC. 510(k) No: K992413 
A!VIN:DAVIDMm PEDWNO: 8X3-768-6411 
12720 wEwmXlR ST. 
ARJxrA, ca 91331 

MEDIC&L, DEVICE TKHIKKGIES, INC. 510(k) No: K9908OB 
ATrN:m t5imKrz FFKXENO: 352-338-0440 
3600 S.W. 47TB AVE. 
GAINEm, FL 32608 

MEDICM,DEVKE TEEKUGm, INC. 510(k) No: K990839 
ATIN:K?& SWAFCCZ PKNENO: 352-338-0440 
4600 S.W. 47TH AVE. 
v, FL32608 

&fEDIcX,DEVICETK%IQ~IES, INC. 510(k) No: K991097 
Alm:KAF& ztNAKrz PJBNENO: 800-338-0440 
3600 S.W. 47X-J AVE. 
v, FL 32608 

MEDI(=AI, INFUSICN TEcHNoux;IEs, INC5lO(k) bK): K983634 
ATm:nmASLPm FYXNENO: 716-667-3318 
6576 EAST QUAKER ST. 
ORa-nRD PARK, NY 14127-2593 

MEDIC-L mm= DENELDPMENT =10(k) No: K992943 
ATIN:LINDAMUN?N PHCNENO: 510-357-3952 
14477 (IamLINAsT. 
SAN LE?mom, CA 94577 

MEznmINSTRm ION & DlXNXT5lO(k) NO: IQ91336 
APY 
AlTN:TYRaQELB?@DY PIDNENO: 619-558-5880 
5995 MIRA MESA BLVD. 
SUITEB 
SAN DIMX), Ca 92121 

DEVICE:MEMJQMpDXN!KX'711 czTHEmmWImLuBRIc1cusHEPARIN 
SE DECISICN MADE: lo-m-1999 
510(k) SUMMARY AVAXXr.B FFUX EDA 

DEVICE:ESCIXT II+~SERlES 
SE DECISION MADE: lB-AU%1999 
510(k) SU!@&RY AVAIIXKE FKN 

DEVICE:ESC?X!1~/3~ SERIES 
SE DECISION MADE: 19-A%1999 
510(k) SXN!GRY AVAIUELE FEMM 

DEXKE:PBNDILATORS 
SE DECISION MADE: 26-NOV-1999 
510(k) SmmARY AVWABLE FKH 

(ES4XRTPRISM)bKNITOR 

FDA 

B (m II) PATIENT m'J.CR 

FDA 

FDA 

D!iVICE:TRU-CIXEIFXCJSAEKEBIOPSYINSTRUi%NT 
SE DEKXSICN MADE: 2O-MAY-1999 
510(k) SUMMARY AVAILXJE FKN FDA 

DEVICE:PBNDRAINhfX CAWGCJIDW 
SE DECISION MADE: 23-APR-1999 
510(k) SDNfGRY AVAlUBLE FK%l FDA 

DEVICEi:PREX'AREKNE INFUSICNFfJblP 
SE DECISICN MADE: 24--1999 
510(k) S&NARY AVAIIXXE FF04 FDA 

DEVICE:VITENH?NER 
SE DECISICN MADE: lo-DEC-1999 
510(k) SUbNARY AVAXABLE FFKX FDA 

DEVICE:EKHXTJXWHXEE0DY srEREmncrIc~IZERSYsTEMmRADIuI!BER 

SE DECISION MADE: 12-JU.r1999 

510(k) SUMNARY AVAILXKE Fw3M FDA 
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MEDICALIN~ cn?mPmIoN MISlO(k) m: K991248 DEVICX: -DRY 
AlTN:JOHNCMMHERLY FFKNENO: 413 262 34355 SE DECISION MADE: 22-JON-1999 
FRTEDHoFmATZ16 510(k) m 
m-t 

MEmmLr.mER TmxNoLarnLTD. 510(k) No: K990902 DEVICX: M.mIFICATIcN OF MLT R694 RUBY LASER SYm 
A!rm: DAVID HAMILm J?HCNEiNO: 011 441 383411555SE DECISION MADE: 27-MX?-1999 
UNIT 15.B INDum 
E&5nxrE. 
INVERKEITHIIG,FTF, 

MEDIC&L srERILIzAT1m, INC. 510(k) No: K984422 
ATIN:DAvID WSTEZN PHONENO: 516-496-8822 
225 UND- BLVD. 
sYc(ssFT, NY 11791 

MEmcaLSYSTEMsGRouP 
ATIN:JEFFREYNMOELLER 
11550 WEST Km3 EclmEr 
FRANKLIN PARK, IL 60131 

510(k) m: K993740 
PXNENO: 847-28&7000 

MEiDIcALTMuNoLM=y SPJXIALISI'S, IN5lO(k) No: K983500 
A!rm:IxmALDwrmRFa7,111 FFDIENO: 804-674-0199 
6290-DWAFMtCKF?DD. 
RI-, VA 23224 

MEDICEL, S.A. DE C.V. 
A'ITN:T.WHIT ATHEX 
12300 TwINBwx%( PAFUmAY 
SUITE 625 
-,MD 20852 

MED1mam. 
A!ITNzSOXTBKERRXAN 
150 FAIR&Y DR. 
SUITE 164 
VERNCNHILLS, IL60090 

MEmm,INc. 
mE%X%iEJKAXAN 
2647 WEST 81 ST. 
HIALJBH, FL 33016 

&lEDIaYrESTA/S 
A!WN:E!4ALEEG~ 
1900 K STREET N.W. 
-, M= 20006-1108 

510(k) No: K972719 
PHONENO: 301-770-9590 

510(k) No: K991424 DEVICX:INsuLsclw INsuIATIm TESTING SYm 
FKNENO: 847-918-8445 SE DEZISICN MADE: 22-JOL-1999 

510(k) No: K983430 
PKNENO: 800-327-8894 

510(k) ND: K983689 
FWNENO: 202-496-7255 

510(k) SUMMARY AD FIXM FDA 

DEVICZ:STERIlXBACKSORGI~~WITHBAND~ 
02-APR-1999 SE DECISION MADE: 

510(k) sUaEMmC 

DEVICE:MAMEX 
SE DECISION MADE: 
510(k) STATFmw 

26-NW-1999 

DEVICE:pEb32cHw(OXYCXNINDICA.TOR 
SE DECISICN MADE: 17-MAR-1999 
510(k) m 

&JAN-2Owl 
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DEVICE: CLARICEL STERILIZATICNKXKHES ANDsTERILIzlATI(xJREELs 
SE DEXXSICH MADE: 04--1999 

510(k) snm&fEm 

510(k) SD&MARY Am m mA 

DEXfICZ:LITE-TCUCHSYRINGE 
SE DECISION MADE: 09-F!FB-1999 
510(k) ,smTEmm 

DEVICE:EUJESENSQRSUPATAB,DISFOSABIEEtXEGXCFmEs 
SE DECISICN MADE: 15-JAN-1999 
510(k) S!mTmmC 
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MEmaxEsr,INc. 
ATTN:EMALEEGMURF'HY 
1900 K l5iTEET, N.W. 
B, Dc20006-xi.08 

MEmFIxm. 
AtrIm:- ALBUSECU 
8727 NillWGW= 
?.m?m~,IL60053-0000 

MEmFIxINc. 
Alrm:- n 
8727 IGMUGANm 
?"cmm~,IL60053-0000 

MEDIFIXINC. 
ATm:GEoFGE AT2xmsa 
8727 N?UWGANC+i.EIT 
t"mIm~,IL60053-m 

MEDILATEX SDN. BHD. 
ATIN:LEEKIM LANG 
uYrmB500, PERINDLJSTRIAN 
PIaz, BANDARm 
KULAI,JORX, 

A!lXNzDONAU)FGRAE!MZ 
MlDVALLEYFRXESSIoNAI,F%AZA 
SALT LAKE CITY, UT 84047-7101 

510(k) NO: K983597 
FEXWNO: 202-496-7255 

510(k) iv% K992474 
l+T-KNEm: 847-965-1898 

510(k) No: K992480 
l?HCNENo: 847-965-1898 

510(k) No: Kg92483 
FJHCNENO: 847-965-1898 

510(k) NO: x991049 
F5-KNEiNo: 607 896 1888 

510(k) No: K991719 

PHONE NO : 801-233-0075 

MEDIPACK - MEDICZL PACKAGI% MlG. 510(k) No: Kg93764 
Al'INzNORMANFESTlUN PSXlENO: 301-519-1098 
9109 OOPEBHAVERDRIVE 
pc(rcpIAC, MD 20854 

MEDx%cmNIx,Lc 510(k) No: K993223 
ArJxN:- t-5zxaE FTXNENO: 801-363-4418 
484HSTRFET 
SALT LRKE CITY, VT 84103 

MfmIFcxNTLTD. 510(k) No: K982961 
AlTN:JLJLESTMI~ FT-mE No : 212-681-2100 
305 MADIm AVENUE, SUITE 2501 
NEW YORK, NY 10165 

DEVICZ:~LINE,DIS~ l.smomm NEEDLE -Es 
SE DEXXSICN MADE: ll-JAN-1999 
510(k) m 

DEVICE:~PE/MEDIFIXINC. 
SE DEXXSICN MADE: 23-SE%'-1999 
510(k) SZQEMM? 

DEiVICE:MEDIFIXSIMXXANDDXlBlXpuNcIuRF: LAPDPPES' 
SE DECISION MADE: 23-SEE'-1999 
510(k) STAT@mm 

DJiVICE:MEiXFIXINC. 
SE DECISION MADE: 3o-AuG.l.999 
510(k) SUbMARY AVAJUBIB FRX FDA 

DEVICE:CUMAX 
SE DECISION MADE: 15-JUN-1999 

510(k) SmTEX@R 

SE D3XISIGN MADE: 18-AtK&1999 
510(k) m 

DEVICZ:MEDIPACKSEE-THwxx=H SE%L&!xmuL1zAT1oNm 
SE DFCISICN MADE: X-D%1999 
510(k) SUMQRY AVAILMXE FRX FDA 

DEVICE:RAPICURE2~(C%IRGANDWHITENINGLIMl?) 
SE DEEISICN MADE: 01-NOV-1999 
510(k) SUMtGBY A- FFUX FDA 

DEZVICE:MEDIWINT 
SE DM=ISI(xJ MADE: 07-JLJN-1999 
510(k) SUMM?GU AV?UL%U m !?DA 
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NEDIS MEDIcaL, IMzu=IIw; SYSTXNS, B.V5lO(k) No: x993761 
ATJNzDXGLASFGRR PFDNENO: 203-438-5588 
109DANBURYROAD 
RICGEFIELD, CT 06877 

MEDIS MEDIC?& IMAGII'G SYSTEXS, B.VSlO(k) No: K993763 
A!I'INtlXNGL&SFCH? FTiONENO: 203-438-5588 
109 DANBURY Rem 
RDGEFmm, cl!06877 

MEDIS Hf!mcAL IM?GItG SYSTMS, B.V5lO(k) IQ K993765 
ATINzlXXGLWFORR PHONENO: 203-438-5588 
109 DANBURY m 
RcLLxmzm, CT06877 

MEDISENSE,Ix. 510(k) m: K983504 
BLmDc=TmoxEmsTRIPs, E%EcIsIoNxrRAB-K.EIcNETEsT~ 
AIITN: MIajAEL HALPIN PHONENO: 781-276-6289 
4-A CRQSBY DR. 
BEDFORD, MA 01730-1402 

MEDISIMLTD. 
XtTN:JCNXIH?NSKAHAN 
555 - ST, NW 
m,Dc2ooo4 

510(k) NO: K983887 
PfJCNENO: 202-637-5794 

MEmScNAMERIcA,INc. 
m:EQB LEIKER 
6616 CWti'N.5 DR. 
m, c?i 94588 

510(k) No: K984639 
PHONENO: 925-463-2166 

MEmmAMERIca, INC. 510(k) NO: K990970 
socT+rLEDuL- SYm AND TRANsDm 
m:BoB LEIKER FKNENO: 925-201-2166 
6616 UQENS DR. 
m, CA 94588 

MED1SoNAMERIm,INc. 510(k) ND: K992155 
DmINALTRANSDm,mELS-w4-7 
A!rm:MIcHAFLA MAHL PHONENO: 925-463-1830 
6616 CMENS DR. 
FTJasmm, a 94588 

MEmmAmFuca,INc. 
ATJTN:mTm 
6616 CWENS DR. 
PLEASANION, a 94588 

510(k) No: K992761 
PHCNENO: 925-463-1830 

DEVJXE:CWDIOWGCUUR -SYLLTI!EN-~ 
SE DEXXSICN MADE: 28-DEC-1999 
510(k) SUMWRY AVAILABU Fw3M FDA 

DEVIGE:QJAN'fITXl'IVEAN?%YSISOF OxamFY AtGc- Km) 
SE DEcISI@I MADE: 26-NOV-1999 
510(k) SUWARY AVZUMBLE FEMM FDA 

DEVICE:~I?IATIVEANALYSISOFLEFT~C%LARA%I~ (QLV) 
SE DEXXSICN MADE: 26-W-1999 
510(k) ,SUWlAW AVAILWLE FIiDM FDA 

DEVICE: PREcISIC%X'IPAADVAIWXl DIABETES -sYm, PRECISION 

SE DECISION MADE: 09JuGl999 
510(k) SUMMARY AVAILMLE FXM FDA 

DJZVICE:Uf'-GFGtDEANDUP-GRADE~ 
SE DECISICN MADE: 12--1999 
510(k) SWGRY A- FRQM FDA 

DEZVICE:TBE S-W 5-8(B)DIAGNOSTICUL~TRAI=D~ 
SF, DECISION MADE: 12-JULr1999 
510(k) SUMWiRY AWUIABLE FIXM FDA 

DEVICX:,%NQ??~6000CD~CUL~ SYsrEM AND TRANSDUCERS, AL 

SE DECISICH MADE: 07-m-1999 
510(k) SUMMARY AVAUABLE m FDA 

DEVICE: WSION SMW PARTS TR?NSDUCER, MXEL S-VNW 5-10, =U$IoN AB 

SE DECISION MADE: 08-JuG1999 
510(k) .5UMARY AWILABLE FHZN FDA 

DEVICE: SCNXX 5500DIAGlWSTICULTRXXUND SYSTfiN 
SE DECISION MADE: 01-SEiP-1999 
510(k) SUbWiRY A- FHM FllA 
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MEDISmAmRIc?i,IIc. 
CN 
pLL?N:G?WJ~ 
6616 CWEXVS DR. 
m, CA 94588 

510(k) No: K993517 

l3-xXE No : 925-463-1830 

MEmTM=m., LTD. 510(k) No: K990380 
TW?iTIC m PRESSURE bSXlX& mELMD-700 
Al-IN: EUCNENO: 
SUNNAMc1m,KyuNGGIDo, 

MEDITEc03.. LTD. 510(k) N13: Kg92328 
MD-800 
ATIN: D. H. W 
SUNNAMCI~, ICYUNGGIM), 

MExmFmAS 
A!ITNzCH?%UESH~ 
11902 SlMpsoN ECAD 
m, MD 21029 

MEDMSICNSOOPESEF?dICECliVlXR, 
ATIFIzmBSTEiWiR 
1440 s. tinwE mm BLVD. 
#lD 
ANAHEIM, CA 92806 

MEDLINE 
A!!.TN: LhR?iNSIME%=NS 
ONEMEDLINFIPLACE 
MuNDmIN, IL! 60060 

MEDLINEINDusTRIES,INc. 
ATIN: L.WANSmS 
CNEMEDLINEPL. 
MUN!XLEIN,IL~~~~~-~~~~ 

MEORAD, INC. 
ATm:JIM FERCUSONJR 
ONE MEDRAD DR. 
INDIANOLA, PA 15051 

. 

PHCNENO: 823 427 072701 

510(k) IW: K991367 
ISMNENO: 301-776-3546 

1510(k) No: I(984434 DEVIC!E:MEDMSICt?L?iPAW%XE 
PHCUSNO: 714-563-2772 SE DEXXSICN MADE: 17-MAR-1999 

510(k) No: K990463 
PEMNEm: 847-949-2639 

510(k) No: K991559 
PHONENO: 847-949-2639 

510(k) No: K972335 
PrscNENo: 801-355-6255 

510(k) No: K984159 
PHQJENO: 412-767-2400 

DEVICX: CWBIs(xJ 53OD/VOLUSCN 53OD, TISSUE I-@wxxac~ING(THI)oPrI 

SE DECISION MADE: 02-NW-1999 
510(k) SUbWRY AVAILABLF: FAaM FDA 

DEVICEi: (1) DIGIlXL EWCD &%cssm~ IC$II~, I%DEL, MD-250; (2) FOLLY AU 

510(k) SUbWiRY AWILABLE FEMM FDA 

DEXC~:FUZzY -Cm pREssma l.%zNIm mm MD-750, m-770, 

510(k) S&WARY AXXUABLE FFXN FDA 

DEYICX:MEDITRCN -PE SYm 
SE DEXXSICN MADE: 19-JUL-1999 
510(k) SUhNARY AVXL?%LE FXN EDA 

510(k) .STXmmW 

DFYIC!&MEDLINEEXCEiL~ 
SE DECISION MADE: 15-MAR-1999 
510(k) S!IXmmW 

DEVICE:MEDLINEPFtCHIBITSEXUESSURGIC!ALM?iSKWITHE‘LUIDSHIT%D 
23-AUG-1999 SEDECISICNMADE: 

510(k) %N%NENT 

DEVIa:CLEWCUT 
SEDECISICNMADE: 
510(k) SmlWEWT 

07-JAN-1999 

DEVIC!E:MEDRWQJADFW'iJREc=mARIWo3LT, 
SE DECISION MADE: 12-JAN-1999 
510(k) SUNfARY AVAILNXE FFUX FlIA 
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MEDRAD, INC. 
ATIN: JIM Fi?RGum. JR. 
~MEDRAD DR. 
INDIAWLA, PA 15051 

MEDRAD, INC. 
AlTN: FRANK w PEXC III 
ONEtMEDRADDRIvE 
INIAKXA,, PA 15051 

MEPAD, INC. 
ATINcJANEDCBXXA 
CNE MEDRAD DR. 
INDIANOLA, PA 15051 

MEDRAD, INC. 
ATIN:JANEIXBSCHA 
ONE MEDRAD DR. 
INDIANOLA, PA 15051 

MEDSYS, INC. 
ATIN:- MlxFs 
377 RfIurE 17 SCUTH 
HASmHEI~,wo7604 

MEDSYS, INC. 
AlTN:GEoRGE MYERS 
377 IcuTE 17 SCUTH 
HAsBIlwcxmI~,NJo76O4 

MEiDsYs, INC. 
A!!zm:GFxxGEi MYERS 
377 IvxrlE 17 .5aJm 
JrnsmmKHEI~,~O7604 

MEmKHLTD. 
RY, mm !8m80-150 
ATIN:-SKAHAN 
555 13'IT-I zSTREE2 N-W. 
B,Dc2ooo4 

510(k) No: K984257 
PEDNENO: 412-767-2400 

510(k) NO: I(984418 
pHcNEFK3: 412-767-2400 

510(k) M3: K991557 
PEGNENO: 412-767-2400 

510(k) No: K993728 
ET-ECENO: 412-767-2400 

510(k) No: K983717 
FFKXENO: 201-727-1703 

510(k) No: K983945 
FHXENO: 201-727-1703 

510(k) NO: K991211 
F?-KNENO: 201-727-1703 

510(k) No: K990663 

PFKHENO: 202-637-5794 

MEM'EXX INDUSTRIES (THAI) 03. L?D.5lO(k) No: K991153 
L-t UXAINS5OMXXORLEXGOF~FIATER~\ 
ATIN:sTEPHEN?TwcxENGKIM PHONENO: 661 230 3606 
2OOMu4,Tz!lmJNm~ 
AMPHUR- 
SCGJGXHLA, 

DEVICEi:MEXBADpHAsEDARRAY~a3IL 
SE DECISION MADE: 25-JAN-1999 
510(k) SuEplARy AVAILABLE FKM FDA 

DEVICE:~ADJUSl%IXET-RAILTAfiLE~~ 
SE DECISICN MADE: II-MAR-1999 
510(k) SwMiRY AVAIIXUZ FFUM FDA 

DEVICEt:M'EDRADVI~cT~SY~ 
SE DECISION MADE: 21-JUI.r1999 
510(k) SUMM?GY AVAILAEU FlKM FDA 

DEVICZ:MEZDRADJZNVISIONcTX'UKXJRSYSTEM 
SF, DECISION MADE: 26-KC%1999 
510(k) SUMZ%Y AVAILAEU FTMM FDA 

DEVICE:BP-TELTR?Q'IS-~C=~~%%t?% 
SE DECISICN MADE: 16-SE%1999 
510(k) SUMMARY AvAILAB1;E FFGM FDA 

DEVICF.:(XZTEXDERMAscANCULI!HSQtKSYSTEM 
SE DECISION MADE: 17-MAR-1999 
510(k) SUMARY AVAIUBLE EKM EDA 

DEVKE!:EVEtVl?SUiTIoNEKGTRANS- TELlmmmc REcTcMm SYSTEM 
SE DECISION MADE: 08-JUL-1999 
510(k) SUMM?BY AVAIMBLE FfMM FDA 

SE DJKXSICX'I MADE: 27-MAY-1999 
510(k) SUMARY AVAILABLE FKBl FDA 

DEdVIC!E:MEDTEXXEGVDEfR~lX'EX ExAtmwToN~wITH~INLABE 

SE DECISICX'I MADE: 2l-.JUN-1999 

510(k) ,suMARY AVAILMLE FEMM FDA 
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MEMmxPAFtmERS,INc. 510(k) NO: K993080 
INK~ocNI'AINING5O~oRLEssOF~~EXI'RA~ 
ti:~.Jm 
P-0. lsx 4341 
cmm, MD 21114 

MEKYIOXDIXNWTICS,INC. 
A!rl!N:MIcHAELJ ToFuwmx 
1238 AIWrKXW RD. 
m, NC 27215 

MElm?Ac TEc-lNomIEs, INC. 
ATIN:LINDALNELscN 
6950 WEST JEFFERSON AVE., #210 
-, CD 80235 

MNYIRXICAVE, INC. 
ATIN: SUSAN iaxL!ToN 
2330A CIRCADIAN WAY 
SANrA RXA, CA 95407-5415 

-ICAvE, INC. 
ATIll: SUSAN t’?AL’KN 
2330A C-IAN WAY 
SANITI. RCSA, a4 95407-5415 

-CAVE, INC. 
AlTN: SUSAN i44Lm 
2330A CIRCADIAN WRY 
SAMa FFZSA, CA 95407-5415 

PHONENO: 410-451-0639 

510(k) NO: K992111 
EJHCNENO: 336-226-6311 

510(k) No: K990185 
PHONENO: 303-985-0252 

510(k) No: K992318 
PHONENO: 707-591-7315 

510(k) No: Kg92569 
PHCNENO: 707-591-7315 

510(k) No: K.993145 
FT-KNEND: 707-591-7315 

MEDlmNICmImD llxNcfmcs A510(k) No: Km981733 
CN mEL 9043SOlll 
AlTN: ANN~srINE mm PHONENO: 011 454 4579m 
16-18ToNsBAKKEN 
-Et 

I.EwmxICFUNCTIOMiLD IP&K?STICS A510(k) No: K990375 
INN 37; DMN 50; DMN 75 

ATIN:ANNXHFtISTINE JONSSCN PEENENI: 45 44 579cm 
ms~16-18 
SKLWLUNDE 
(xIpENHpx;EN, 

tdmTRXIC!=~D IAGWS!rICS A510(k) No: K991389 
ATrN: ANI+aRIsTINE mm PHCNENO: 454 457 go00 
ms- 16-18 
SKWLUNDE 
03pENHpI=EN, 

DEVICE:AMEiIDERMLATEX ExmINATIcNGLOvES(vIoLFx,BLuE,GREENfANDP 

SE DEcISI(x\T MADE: 2O-CCT-1999 
510(k) SUh!MFU Am FRX FDA 

DEVICE:VERDICT-II OPIM!l?S 2000 
SE DEXXSICN MADE: 16-DE&1999 
510(k) itmUmNC 

DEVICE:MDILoG,M.BELMDC-512 
SE DECISION MADE: 01-APR-1999 
510(k) .YINmBW 

DEVIC!B:MEDTRXICAVEFRlXXS.lTXT 
SE DECISICN MADE: 02-AUG1999 
510(k) SUMMARY AVAILHZZ FRX FDA 

DEiVICE:MEXTRXICAvE BRIIXE S'IENT 
SE DECISION MADE: 31-AlX-1999 
510(k) SUIWAFX AD FRM FDA 

DEiVICE:MEMRCNICAVEi!3RIlXZSTENT 
SE DECISION MADE: 21-ocT-1999 
510(k) SUbWiRY AVAILMLE F!RN FDA 

DEVI.a: DIGITRAWER DELTA,MXIEL9043GO2OlAND WLYGFWi '98 PHEXTENSI 

SE DECISICN MADE: 04-FE&1999 
510(k) SUMMARY AVAILUEE FR.M EDA 

DEVICE: DISIXXAEQX mmIAR NEEDLE EXECIRXE, DMF 25; DMN 25; DMF 37; 

SE DFCISICN MADE: 09-MAR-1999 

510(k) SUMARY AVAXXiLE = FDA 

DEVICJZ:AN(XTXXMAN@%TW SUITE, mm 9032so201 
SE DECISICN MADE: 15-JUL-1999 

510(k) SuMMAIiy Am FEMM FllA 
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~CFUNCTICNALDIACNCGT ICS A510(k) No: K992713 
TIa, mELS 9~360121-9043GO15~, 9043SOlOl 
ATIN: ANN-cl-msTINE JassoN FTDNEiNO: 454 457 go00 
16-18?t3NsBAKKEN 
SKCVLUNDE, 

MFmmNICFSMEDICAL 510(k) m: K983799 
CALNIVENJDFKCN?CE SYm POLE CxAMe, MEDTFmICPSMEDICL 
A!IlN:JEFFRE3s I-END- PIXXIENO: 805-968-1546 
125 CREMDNA DR., 
UNm1TY BUSINFSSCENIFR 
GoLEm, CR 93117 

MEmxmcPSMED1cAz, 
ATIN:- HENDm 
125 W.E&0NA DR. 
GOLETA, a 93117 

510(k) No: Km984053 
PHONENO: 805-968-1546 

MEDTRcmcPSMEmaL 510(k) NC: K990333 
5-012, 3805-014, 3805-015 
A!rTN:JEFFREY HEiNDm PmNEIw: 805-968-1546 
125 G%btZNA DR., 
UNIVERSITY BUsINESSCENTER 
GoLFII9, CA 93117 

MFDTRomc XQMED 
ATWDAVID TIMLJN 
6743 ,!tDAWOm DR. N. 
B, n 32216 

510(k) NC: K990793 
PHONENO: 904-279-7532 

-c, INC. 510(k) 1v3: K984271 
ANCEBI~ATIBT.ESURFACEWITHPLA%ARE+SISTENTFI~(~ 
Airm:KAREN CmPFER PHONENO: 714-779-3694 
4633 EAST LA PALMA AVE. 
ANAHEIM, CA 92807 

-c, INC. 
ATIN:JuLIE SHERMAN 
7OXl (IImDAL AVENUE N.E. 
MINNEAPOLIS, MN 55432-3576 

510(k) ND: Ic984435 
PHCXWNO: 612-514-2876 

-c, INC. 
ATIN:LISALPRITCHARD 
800 53RD AVE., N-E. 
P.O. BDX 1250 
MINNEAPOLIS, MN 55421 

510(k) No: K990104 
EBBIEINO: 612-514-5624 

DEVICE: WLYGRAF ID, FOLYGRAM ‘98 ESO- - TESTINGAPPLICA 

SE DECISICN MADE: lo-NO&~999 
510(k) SUW?@Y AVAILABLE: FRQM FDA 

DEVICE:MEM'fWICPSMEDICALNIVEAUDRAHWZSY~, MEDTRCNICPSMEDI 

SE DECISION MADE: 26-JAN-1999 

510(k) SUMNARY AWILABLE FF0d FDA 

DEVICE:BECKEREXZ%NAL DRAINACEAND~SYSTEM 
SE DECISION MADE: 04-FEB-1999 
510(k) SUMMARY AVAILABLE FROM FDA 

DEVICE: -C L'S MEDICAL INTZDUCEX SHEATH 12F,14F,15F, MCDEIS 380 

SE DECISICN MADE: 28-APR-1999 

510(k) SUbWARY AVAlZ%LE F FDA 

DEVICE:AccKlGulD EMUSCLEINJECl'ICNh%ZWIOR 
SE DECISICN MADE: 22-CCT-1999 
510(k) SUMMARY AVAILWJE FRaM FDA 

DEvIcE:~IFI~~OFMAxIMA~'m)LuxnlFI~~~ WITHEm 

SE DECISICRJ MADE: 09-M!%-1999 
510(k) SWGRY AVAILABLE FFW FDA 

DEVICE:~CKHcNsARIANNULOPLWIYBWD,MMlELH609M 
SE DECISION MADE: 07-JAN-1999 
510(k) SUMMARY AWILABLE FI0.f FDA 

DEVICE:MCMZDEL 7495 EXTENSICNKIT 
SE DECISICN MADE: 09-FEB-1999 

510(k) SUWARY Am = FDA 

- 
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-c, INC. 
ATIN:JAMEs BALUN 
620 bm@lSCN,SW 
P.O.Exx 403 
GR?mD RAPIDS, MI 49501 

510(k) No: K991066 
FTKNENO: 616-242-5283 

MEDIWNIC, INC. 
ATl!NzFFmJL!muaBR 
37A CHERRY HILL, DRIVE 
DANVEBS,MA 

510(k) No: K992237 
FTCNENO: 978-777-0342 

MEDTRmIc, INC. 510(k) No: K992910 
R WI'IHE!AUNCXBI~ATI!3LE SURFACE (ma 511B) 
ATI'N:DEBRA KRIDNER FFONENO: 714-779-3650 
4633 EAST LA PAT&W AVENUE 
ANAHEIM, Ca 92807 

ME!IEaIcs~oNAL 
ATm:MARK cll3AmIER 
37-A CHERRY HILL DR. 
DANVEBS, MA 01923 

-CORP. 
A!MN:PAMELA PAPINEAU 
50 BI?qslm fsimaim 
PAWIWKEX, RI 02860 

ME-GAMYrIcN, INC. 
ATIWPAUL GFXXKA 
P.O. mx 3744 
,!x%NmN, PA 18505 

MEGAmmN, INC. 
ATIN:PAUL GFGNKA 
P.O. Box 3744 
iScwWKN, PA 18505 

pHoI;TE’No 
VAWJLAWlO~k~ ho: K990707 

: 978-777-0042 

510(k) No: Kg82630 
PEDNENO: 401-728-6799 

510(k) No: K982144 
IZIONENO: @38-415-l.200 

510(k) No: K982145 
FHONENO: 888-415-1200 

510(k) No: K993226 
F?tKNENo: 651-450-7400 

510(k) No: K983864 
EMCtlENO: 972 893 83030 

MEzEATH-IESLCC 
A!rm:M?sic JPXER 
1777 CWDALE AVENUE 
LiiSC ST. PAUL, MN 55118-4031 

MmNENMEDIcx,INc. 
ATIN:-RAICHMAN 
KIRYATwExamNN 
P.O. mx 102 
-, 

DEiVICX:M?URCNICDLPAWERIAL~ 
SE DECISICN MADE: 14-SEfP-1999 

510(k) ctmMARY AKUL?iEW FfMM FDA 

DEVICE:MEURCNICGT2 FUSIONGUlDEWIlXS 
SE DECISION MADE: 09-SEP-1999 
510(k) SXIMARY Am FKM FDA 

DEVICE:AFFINITYNTHOIXMFIBEROXY~ WITHPIASMARFSISTANT FIRE 

SE DEK!ISICN MADE: 15-SW-1999 
510(k) .sUMGRY AVMLABLE FRX FDA 

DEVICE:MEMXlNIC5F&9F~WIDING~ 
SE DECISICN MADE: 22-MAR-1999 
510(k) +SWMARY AVAILABLE FI&X FDA 

D?Z!VICE:MEUKXKSVISUALIZATIcNIN~I~~ 
SE DEZISION MADE: 14-JAN-1999 
510(k) ,SUM?BY AVAILWIE FRX FDA 

DEVICE:MEGA 4 
SE DECISION MADE: 14-APR-1999 
510(k) SUMAR!f AWILAE!U FFad FDA 

DEVICRMEGA 3 
SE DECISICN WE: 14-APFt-1999 
510(k) SUMAFU AVAILMLE FRN FDA 

D?WIC!E:MTMCATHtlKXfXX~, mELlOl-OKI - 006 
SE! DMJISICN MADE: lo-DE&1999 
510(k) ,tXlWAW AVAILABLE m FDA 

DEVICE:ETo32VITNLSIGNSMXXJLE 
SE DEKZSICN MADE: 08-0X-1999 

510(k) SUbMFtY AVAILABLF, FEMM FDA 
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MENNENMEDICAL,INC. 
zoN9ooows 
m:- RAIm 
KIRYATwEzaANN 
P-0. Box 102 
-, 

MEirmBaDRp. 
ATINtDCNN7iACRAWEWD 
201 MENIOR DRIVE 
SANTA F4eB?m, CA 93111 

MEFUDIANDI?GNXTI~, 
AlIm:AzAN NICHOL 
3471 RIVER HILLS DR. 
CINCINNATI,oH45244 

MEXIDIANDIAGMXMCS, 
ATIWALAN NICXX 
3471 RIVER HIIB DR. 
CINCINNATI, OH 45244 

MERIDIANDIAGNBTICS, 
ATIN:ALLENDNICKOL 
3471 RIVER HlIL.5 DR. 
CINaNNATI, OH 45244 

MEFUDIANDIPGNQSTICS, 
A!MN:DAVIDHWILLIS 
3471 RIVER HILLS DR. 
cINaNNXM,cH45244 

INC. 

INC. 

INC. 

INC. 

MERITMEDICALSYSTEW,INC. 
A!ITN:CBZ'ER McCoy 
16ooWESTMEBITPlWY. 
ScxrIHJoRDAN,ur84095 

MERITMEDICQLS!fSTWS,INC. 
ATm:a-lEsmR famY 
16OOF;IESTMERITPlWY. 
lsoummAN,uT84095 

MERITMEDICALSYSJBG,INC. 
A!rm:- MCXDY 
16OOWESTMERITmaJY. 
S0UlXJCRDAN,UT84095 

510(k) No: K991775 DEVICE:~IFICU'ION'IOcaMptJTERIZED (zmsrEmzATIoNm~-E43RI 

PEEPEND: 972 893 83030 SE DECISICN MADE: 24-JUN-1999 

510(k) .SUWARY AVAIL?BU FIX% FDA 

510(k) No: K993308 
PBXENO: 805-879-6304 

510(k) ND: K984343 
FKBENO: 513-271-3700 

510(k) No: K984346 
PHCZENO: 513-271-3700 

510(k) No: K990263 
PHONENO: 513-271-3700 

510(k) m: K993914 
PEDNEINO: 513-271-3700 

510(k) No: K991619 
PENENO: 801-253-1600 

510(k) No: K992231 
PHONENO: 801-253-2600 

510(k) N3: K993057 
FT-ENEND: 801-253-1600 

DEvICE:MEXIOREMiC4FBVAGINAL~ 
SE DECISION MADE: 13-DE%1999 
510(k) SUWARY AVAILAEW = FDA 

DEYICX:PREMlERTYPEiSPECIFICHSV-1 IGGELISATEST 
SE DECISION MADE: 25-JUN-1999 
510(k) SUMMARY AVAILABLF. FI0-f FDA 

DEVICE: E'REMBRTlPESPECIFICHSV-2 IGGELISATEST 
SE DECISION MADE: 25-JUN-1999 
510(k) ,sU&%RY AWIL?BLE FFKX FDA 

DEVICZ: lZW#BZW STAT! E. COLI 0157:H7 
SE! DECISICN MADE: 09-AUG-1999 
510(k) SUWARY AVAILABLE FF0l FDA 

DEVICE:PREMIERTOXINSA&E%,btXZL616096 
SE DECISION MADE: lo-DMJ-1999 
510(k) SUMMARY AvAILABLe FFQ4 FDA 

DEVICE: ?XWTAIN INFUSIONSYSTEM 
SE DEfCISION MADE: 09-JUN-1999 
510(k) SSUMARY AVAIUVXE FFUX FDA 

DEVICE: WDIFICATIONTOlQMWAIN INFusIceTSY~ 
SE DEXXSION MADE: 23-JUL-1999 
510(k) SUMMARY AVAILXUX FIicM FDA 

DEVICE:MEiA 
SE DEXXSIGN MADE: 05-ocT-1999 
510(k) SUWARY AVAIIAEW FfMM FDA 
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MEBITMEDIC?iLSYSW&tS,INZ. 
ATJ!N:- MXDY 
16COWESTMJGtITPKWY. 
SanxJmDAN,wr84095 

MERITsHEALTHmucrs., INC. 
ATIN: WIN= AND- 
P.O. BDX 150356 
am3 azBAT&, FL 33915 

MEr-mmLIc SoLvIToNs, mc. 
ATl!N:DAVlDAWGNER 
46OAMHExSTST. 
N?L%U& NH 03063-1220 

NTATsCRDENT?CUSAa%ip. 
ATTNzKENNEZHAPVINEY 
255 JCHN L. DlZl!SCH BLVD. 
N3at-I V, MA 02761 

MEZW.CRDERl?ALUSAcoRp. 
mmAPUTNEY 
255 JOHN L. D'IEISCH BLVD. 
~mm V, MA 02761 

WCTALCRDFNtALUSAcoRp. 
ATlN:KENNI'IHAPIlTNEY 
255 JCYN L. DIEl'SCH BLVD. 
P-0. HOX 255 
m v, MA 02761 

MEZiAURDENIIv,USACRP. 
ATM:KENNEZHAPI;TPNEY 
255 JCHN L. DIETSCH BLVD. 
P.0. BOX 255 
NCR.IM m, MA 02761 

MRaLoRDEWALUSACCRP. 
A!MNzKENNEZHAPUlNZY 
255 JOHN L. DIEl'SCH BLVD. 
P.O. !BX 255 
NOI~IH W, MA 02761 

METALCRD~USACOFG'. 
ATI'NzKENNEMAPIlTNEY 
255 JCHN L. DIEISCH EWD. 
P.0. BOX 255 
NQFQH m, MA 02761 

510(k) No: K993341 
PEKNENO: 801-253-1600 

510(k) No: K993032 
FWCUENO: 800-963-7487 

510(k) ND: K990931 
EJHZNENO: 603-598-6960 

510(k) ND: K993474 
FXNENQ: 508-695-8143 

510(k) NO: K993475 
PHSENO: 508-695-8143 

510(k) No: K993505 
PHCWNO: 508-695-8143 

510(k) No: Kg93506 
PmNENO: 508-695-8143 

510(k) No: Kg93507 
PHONENO: 508-695-8143 

510(k) No: Kg93508 
PrnNo: 508-695-8143 

D~CZ:XCEiLTiISYSTEMII~~~~ 
SE DECISICN MADE: 25-OZI-1999 
510(k) SUWARY AVAILABLE FEmiI FDA 

DEiVICE:~IFICWIONMMb3~BRSE:~ 
SE DECISION MADE: 05-W-1999 
510(k) STATmmr 

DEVICBEZ-Hl3THELICBACTERBLOCI)'IES'I 
SE DECISION MADE: 24-SEZ-1999 
510(k) S.UWARY AWILAEBZ FRaM FDA 

DEiVICE: DELTWAL, ALulYNO. 5161 
SE DECISION MADE: 02-DEC-1999 
510(k) smTE2mQ 

DEVICZ: AUROFLUIDM, ALT-OYND. 5315 
SE DECISION MADE: 09-DE&1999 
510(k) .smTmGQ 

DEVICE: V-DELTA SPECIAL, ALLOY No. 5154 
SE DECISION MADE: 08-D-1999 

510(k) SmnxmI' 

DENICE: PBQWIIWR4, ALT.BYNo. 5440 
SE DM=TSIoN MADE: 0%DE&1999 

510(k) ZmTENmT 

DEVICB:V-m m, z4ixoY NO. 5024 
SE DECISION MADE: 06-DE&1999 

510(k) f?mnmEW 

DEVICEi: V-SUPFA PLUS, -Y NO. 5025 
SE DECISION MADE: 06-DIZC-1999 

510(k) m 

Page 234 
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MlTmIKA, INC. 
ATJNzERIKABI-WMIFWI 
575 5zilIFam axJKr 
Los ALTOS, CA 94022 

ME!rRmA, INC. 
ATTN:YAXHEN HSU 
510 ObKMEAD PARKWY 
tjuamnm, a 94086 

MJinuKA, INC. 
AlIm:YA-u-lEN Hsu 
510 apxMEAD PARKWAY 
-, ca 94086 

MlLmuKA, INC. 
ATl!NzERIKABAbNKFWI 
510 cx+KMEm PARmAY 
,5imwmE, CA 94086 

METRON MEDICAL AUSTRALIA P/L 
ATTN: R.H. HOPKINS 
57 ASTERAVE. 
CaRRuM ms, VICIORIA, 

ME-mmoFTIcs, INC. 
DAILYW!ZARCKNTAcTLENS 
A!tTikMARTIN DALSING 
623 GIACIER DRIVE 
GRAND JUNCl'ICN, 03 81503 

MEFLMUR-CSCORP. 
A'IlWFxXiERTEFLEMIIG 
1333 sarm CLAUDINA ST. 
ANAHEIM, a 92805 

METlmxR-CSODRP. 
, mEL NUMBER ME 994 
ATINzRCEEKl?EFKEMING 
1333 .5ourH CIAUDINA ST. 
ANAHEIM, C3 92805 

MExmINrL., INC. 
ATTW: TIM THAI 
2671 l.XXENE AVENUE 
HzlYwPm,, cl 94545 

510(k) IW: K984530 
PHCNENO: 650-949-2768 

510(k) No: K991532 
FHSENO: 40%524-2255 

510(k) I0 K991917 
EHXENO: 408-524-2255 

510(k) No: K992997 
PI-DNENO: 408-524-2255 

510(k) No: K993821 
pM=NE NO : 03 977 51234 

510(k) K0: K990264 

FFDNENO: 970-243-5490 

510(k) No: K984114 
PEKXWNO: 800-854-9305 

510(k) No: K984142 

PHONENO: 800-854-9305 

510(k) No: K984040 
EKNENO: 510-293-6800 

DEVICE:DRXNTXOR, OSIlEOMARKIVXDlRECCRES~SE 
SE DECISION MADE: lo-AUG-1999 
510(k) SUMNRY AVAILABLE FfiaM F13A 

DEVICX:DRXQT.HG 
SE DECISICN MADE: 17-SE%1999 
510(k) SUbNARY AVAIIXXE FRCM FDA 

DEWICE:CXlXNMXNIxWINTOFcaRE:(wC)~LSET' 
SE DECISION MADE: 12JuL-1999 
510(k) SWWWY AWILJGLE FKM FDA 

DEiVIcE:OSIXMRKNTXFoc 
SE DECISION MADE: 09-W-1999 
510(k) smTE&mW 

DEWICE:VM;TDRSURGE4INI'ERFERWT~THEliAPYUNIT 
SE DEZCISICN MADE: 09-DEXZ-1999 
510(k) Sm 

DEVICE:oaMFoIIII(cNE, -SASpHERIC, RIGIDGAS PEXWGBLE (IGP), 

SE DECISICN MADE: 31-MAR-1999 
510(k) SUMWR!i AVAILWLE FFXX FDA 

DEVICE: SYS STIM 294, K0EL ME 294 
SE DECISION MADE: 09-FE&1999 
510(k) t?ZWmEW 

DEVICE: SONIC7XCW PLUS 992, KK)EL NOMBER ME 992 AND SCNI- PLUS 994 

SE DECISICN MADE: 0%FEB-1999 
510(k) STATWWT 

DEVICF,:BI0XKMFCMXREDLATEX~CQGLOVES 
SE DECISICN MADE: 13-JAN-1999 
510(k) m 
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l4Exm INrL., INC. 510(k) No: K990210 
GCZFUM (lobMI- ORLEXSOFTCXiAit~EXL-PA~ 
ATlN:TIM TH?CC, Pmm m : 510-293-6803 
2671 MOZDNE AVENUE 
HAYWARD,, CA 94545 

MExEoINrL., INC. 510(k) No: K992337 
EXCLAEQ%DGCLAIM5OMCGMORLES.SOFTUCALWATER~ 
ATIN:m !n-mI ETDJENO: 510-293-6800 
2671 MCJJIG AVENUE 
HA!Mm, a 94545 

MICKRADIO-m rNsrRuMENrs, INslO No: I@91107 
ATIN: F!ELlIx MICK PFKXENO: 718-597-3999 
1470 -AVE. 
BFCBJX, NY10465 

MImGMBH 510(k) No: K982006 
ATIN:- HENDERSCN PHCNENO: 
511 (TaflnLINA m 
EuILEmm, CA 92835 

MIm INC. 
ATIN:-w- 
2855 OXlWRD BLVD. 
ALLISCN PARK, PA 15101 

510(k) N(3: K991879 
PHONENO: 412-487-1113 

MImMI~Imm~ ,510(k) m: K982278 
ATIN: HERNHARD TEITZ FJIxm No : 847-549-1410 
28438 ERLKARD DR. 
LAKEr!mREsr,IL60045 

MIm aIRRENT !lIaxNom, INC. 510(k) No: K993823 
ATm:JAMEsYsuzuKI FJKNENO: 800-9762544 
4822 tIN.aIFORNIA AVE., S.W., 
SUITE 201 
-, W?i 98116 

MICXIDEN!ALU#XXV~TCB.IES 510(k) No: K9S-4467 
ATI'N:NIOXASEAZAR PHCNE No : 925-556-2500 
6665 AMAlXR P.CAZ?i RD., #200 
DUBLIN, CA 94568 

MIcm&TzmRs, INC. 
A!rTN:mRENusALINAs 
3722 AVE. SAUSALITO 
IRVINE, cn 92606-1849 

510(k) I\R3: K991283 
FKNENO: 949-262-0411 

DEVICE:FWtXBBDLXIEX EXAMl%VIONGLChC%iWITHPFUYIEINCNIENTLABELIN 

SE DECISICN MADE: 29-MAR-1999 
510(k) txtmmmw 

SE DECISION MADE: l7-AUG1999 
510(k) ,sTAmmm 

DEX'ICE:SHAlXX'TRMS 
SE DEJCISICN MADE: 29-JUN-1999 
510(k) .SU&MRY AVAIUBLE FFGl 

DFXICX:MIooMED-HXMZIEJLKE 
SE DECISICH MADE: 2O-JAN-1999 
510(k) SUbmARY AVAIUBX FfMM 

DEVICEi:SpRINGFxxIM)EpIDURAL 
SE DECISICN MADE: 2&oLT-1999 
510(k) SUMQRY AVAILABLE FFCN 

DEVICEzMICRIh'SMICROANAS!RNXISCL?NJ 
SEDECISIONMADE: 
510(k) SIXtBmm 

DEvIcE:MEG4CQO 
SE DECISION MADE: 

510(k) smTmEm 

DrncE: FUSICRYL 
SEDECISICNMADE: 
510(k) sxm'mmr 

DEVICE:DYNA'TOFQ 
SE DECCSICN MADE: 
510(k) s?mmbmm 

26-MAR-1999 

19-No%1999 

24-FEFh1999 

tFEE-F mKP WRENCH 
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MIcm!cmmPEmICs, INC. 510(k) No: K990487 
ATIN:lloM DAUGHCERS FHBEIW: 949-837-3700 
2cxxmEAR 
IRVINE, a 92618 

MIcmTHERApEuTICs, m. 
ATIN:MARIADOCHaA 
1062-F C%LLE -10 
SAN -, c!A 92673 

510(k) No: K991225 
EWXENO: 949-837-3700 

MICmrJMavmmICs, INC. 510(k) No: K993257 
DlG+iILIC GUIDENIREi, .016" SILUEfRSFEED HYDRXHILIC GUlD!&'I 
ATIN:m DAUGHIEPS 
2GocDyEAR 
IRVINE, CA 92618 

MIc1w>MEDICXDJZVICES,INC. 
E?E-FOLYIMIDE,MXXLbND-1400 
A.ITN: JIM OHNECK 
11000CliDARAvENuE 
SUITE 445 
r?~mmAm, a4 44106 

MImm1CS, INC. 
ATIN:RoY (XUi'KG 
28062 FORBES ROAD, SUITE B 
I~Y;UNA mm, a 92677 

MImmcs, INC. 
ATIN: ROY cz-lum 
28062EORBESWAD,SUITEB 
LXUNA NIGUEL, Ca 92677 

MIm1FE SYSTEMS PG 
AlTN:SUXJDUBE 
1330 WEST CITIZENS BLVD., 
SuITE402-404 
LEES=, FL 34748 

MIc3MMEDI~INDU~,LTD. 
ATIW:DEWESYNDER 
189 HAPP ROAD 
l@zRIHFlELD,IL60093 

MxsmEDICs, INC. 
ATIN:- GlTmE 
1285 - CENTER DR., 
#150 
E?GAN, MN 55121 

FT-KNEND: 949-837-3700 

510(k) No: K983882 

FEONENO: 216-229-8332 

DEVICE: .OlO" SILVERSPEED BHmmxmLIC GuIDm, .014" SILVERSPED BY 

SE DECISICN MADE: 2l-CCl'-1999 
510(k) SUbMARY AVAILABLE m FDA 

DEVICE:MICXOENDOSCOPE-SMNLESS STEEL,mELJ~13c#,MI~ENDoscc 

SE DECISION MADE: 15-MAFG1999 

510(k) SD&WARY AVXL?GLE FRCM FDA 

510(k) No: K991505 
PHONE No : 714-347-0307 

DEVIC!E:MI~STRIPFoRF'HENZYCLIDINEMEZWXXI'IES 
SE DEcISIa MADE: 05-AVG-1999 
510(k) STATmENT 

510(k) No: Kg91516 
FJKlNE!NO: 949-347-0307 

510(k) No: K990168 
E+IONENo: 353-314-2599 

DEVICE:NCCXMTRIPFORMARIJUANAMEXNX&I'IES 
SE DECISICN MADE: 05-AUG-1999 
510(k) SllATEMENT 

DEVICE:MICFtOLIFE IT2C?il 
SE DECISICGJ MADE: 25-FEZ%-1999 

510(k) !X&XGY AVAIMBLE FRaM FDA 

510(k) No: K990266 
FEONJ3NO: 847-446-8518 

DEVICEi:MICXCNEDIcaz,~LEADSIMUL~S~ 
SE DECISION MADE: 02-FEB-1999 
510(k) SUb?MFZ AVAILXXE FHX EDA 

510(k) ND: K991670 DEVICE:SILWRSTEXNMICRUiIC!K 
PHONENO: 651-452-1977 SE DECISICN MADE: 26-AUG-1999 

DEVIcE:EQJINOX~SIcNBAUCCNSYS'IEM 
SE DECISION MADE: 31-AUG-1999 
510(k) SUW%RY Am FH.X4 EDA 

DEVICE:Ml!I1MLSYFtIWE 
SE DECISION MADE: O&JUG1999 
510(k) SUMMARY AWGL?UXE FfGl FDA 

510(k) m 

- 
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MIMICS, INC. 

ATm:cHARLEs GFuYrE 
I.285 03RfoRATE CENI'ER DR., 
#150 
?zxaN,MN55121 

510(k) W: K992l.38 

FKNENO: 651-452-1977 

MICIMMEDICS, IN!. 
ATm:a-mRLEs tzl&YrE 
1285 - cIl3MXR DR., 
#150 
azAN,m55121 

510(k) No: K993234 
PKNENO: 651-452-1977 

MIm CmP. 
ATIN:EIJI SUZUKI 
cx-m+KtJ, TWYO, 

510(k) m: K99l239 
PHCNENO: 813 372 60396 

ImBxTIXINT'L,rn. 
A'IlN:-NHALW1CX 
310 MAm ST. 
EAST HAVEN, CT 06512 

510(k) No: K982276 
PHONENO: 203-466-1256 

MI-ING SY- (XX%ULm510(k) No: Kg91077 . 
SYmsooo) 
A!rrN:FaEiEmLl+xxms 
2842 E.FWTHILLEWD. 
PASADEMI, a 91107 

PHCNENO: 626-395-0884 

MI- CDRP. 510(k) IW: K991194 
ATIN:- M?aLERY PHCNENO: 651-777-6700 
1861 EaEmJz RD. 
WHITE BEN? LAW, MN 55110-5246 

MI- CCR??. 510(k) No: x991898 
m:- MALLERY l?WNEm: 651-777-6700 
1861 WTEEUCLE: RD. 
WHITE BEAR LAKE, MN 55110-5246 

MI~vEMEDI~SY~,INc. 510(k) No: K974387 
TIENTTRANSFERSEI'PTS102,CAP,HIGH~ 
zl!em:RImsm FECNENO: 978-266-9900 
310-312 ,sCxCX, sl!FBET 
AcTJN, MA 01720 

MI~vEMEDI~,INc. 510(k) No: K991456 
m:m - J?HCXENO: 949-262-0411 
3722 AVE. SAUSALITD 
IRvudE, a 92606 

DEiVICE:MIQioMiEoIcSs&T~oGSIcIIuIR~~ F%uxTwsISAM3pdx 

SE DECISION MADE: 09-AUG1999 

510(k) SIMXNWC 

DEVICE:MIC.XMEDICSS&TP~IALOSSICXJLAR~pIlosIHEsIS 
SE DECISION MADE: lO-NW-1999 

510(k) ZXMWENT 

DFXICE:VIP 60 (W), MBXL 115-000-1, VIP 60 (4H), HXNCL115-000-2 
510(k) ,?mTR@m: X!-aZ?.-1999 

DEVICE:EAJriOAUICCMVARLE!LAPAFfXXB~ 
SE DECISION MADE: 18-FE!Eb1999 
510(k) STATmEm 

DEtVIC3Z:MICPlXX%SSICXQCSYSTFN5OOO(EM:PRO : 

SE DECISION MADE: 09-JUN-1999 
510(k) SQTBCNC 

DEVICE:MJXFICATI~1\3ULTRA~ GLJIiJm 
SE DECISICN MADE: 05-&W-1999 
510(k) SCIMWW AVAIIBLE FlMM FDA 

DEVICE:ULTRA-SEXJCC GuIDm, HrrEKGuIDm 
SE DECISICN MADE: 16-JUN-1999 
510(k) SUbMARY AVAILABLE Fw3pI FDA 

SE DECISICN MADE: 01-t%=-1999 
510(k) STATmmm 

DEWICE:MICXMAVEDELJVEFWSYSTEM,?4BELMMC-300 
SE DECISION MADE: 25XCl?-1999 
510(k) STMEMEW 
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MIDMARKalRP. 
A!rm:JAM!zs RILE 
6ovIsTADR. 
P.O. B3X 286 
V, Cm 45380 

MIlLFaD, INC. 
ATIN:GBEGX!ZESANCXVF 
oNEsr.ILFsm,SUImlO4 
l!aLEM, NH 03079 

MlJamamTElcHNoLM;ysERvI~ 
AlTN:DAVIDWSGKERF 
2OOGFuxmYIN., #C-l00 
PLEASANTHILL, a 

MlLLSBIOPHARMACEUTIC?%T.S,INC. 
ATrNzsTANLFxLMIIJs 
120 N.E. 26TH eSIREET 
cxax-mACITY, OK 

MINI-MIm co., INC. 
m: JACK E MCKENZIE 
Eo BDX 3386 
t?uwImR, OR 97707 

MINI-MITIER co., INC. 
XJXN:JACKEMCKENZlE 
PO BOX 3386 
56885 EblEWRISE DR. 
SUNRIVER, CR 97707 

MINI-MIm co., INC. 
ATlN:JXKEMCKENZIE 
PO BclX 3386 
56885 -SE DR. 
SUMWER, OR 97707 

MINIMED -IEs, INC. 
FfrIN:m SELVEY 
12744 SAN w Rf%D 
SYLMAR, a 91342 

MINm TEclammIEs, INC. 
AFrm:m SELVEY 
12744 SAN FERNAm RD. 
SIIMAR, CPJ 91342 

510(k) iVX K990189 
PHCNENO: 937-526-8797 

510(k) No: K984151 
FIENE No : 603439fs9090 

510(k) No: IQ90153 
EHXETNO: 925-356-2640 

510(k) No: ~984446 
PHONE N3 : 405-525-3141 

510(k) No: K983533 
PKNENO: 541-593-8639 

510(k) No: K991033 
PHCNENO: 8cQ-685-2999 

510(k) No: K991045 
FT-KNENO: 800-685-2999 

510(k) No: K990801 
PHCNENO: 818-362-5958 

510(k) No: K991013 
PHONENO: 818-362-5958 

DEVICE: HXXFICKIT~ OF: MlmmKM--11ULmmmsTERILIZER 
SE DEKXSION MADE: 19-APR-1999 

510(k) SUMMARY AVAILMLE FIMM FDA 

DEVICE:SlX&ESSSTEELNoNABscwBAKLE:SUFGIC%SU'KJRE,USP 
SE DECISION MADE: 28-APR-1999 
510(k) SM@RY AVAIIXKE FEMM FDA 

DFiVICE:VIRGOMlUSYSTEM 
SE DECISICN MALIE: 08GCl'-1999 
510(k) SUMARY AVAILABLF: FKM FDA 

DEVICE: 'BI I-125 BF&V SEED, tXXXCL 125SL & 125SH 
SE DECISICN MADE: 16-APR-1999 
510(k) SUHdARY AVAIMBIE FKtd FDA 

DEVICE: ACITHAKH 
SE DECISICX'l MADE: 23-MAR-1999 
510(k) SUMM?@Y AVAIIXKE FIiaM FDA 

DEVICE:ACTIbMTX-SCOf?E 
SE DEKXSION MADE: 23-JUN-1999 

510(k) SUMM?@Y AVAXABIE E!FKH FDA 

DEVICE:MINI-IMx;ERSEKf.ES 2000 
SE DECISICN MADE: 21-m-1999 

510(k) StMMARY AvAILABLe FlMM FDA 

DEVICE:MINllGD 508 INSULINFUMP 
SE DECISICN MADE: 08dUN-1999 
510(k) SUMMARY ATMIABLE FKM FDA 

DEVICE: MINIMED 407C INFUSICH PUMP, KDET., 407C 
SE DECISION MADE: 23-JUN-1999 
510(k) SUPXARY AVAILXXE mMM FDA 
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MINIMED TEc?3maIEs,  lxc
A!rm:m SELVEY
I.2744 SAN FEmANlm RD.
SYLMAR,  a4 91342

l"rlNmD TlJEKmDmIEs,  INC.
ATlN:mN SELVEY
l2744SAN FERMINDO  RD.
SYLMAR,  CA 91342

MINIMED TfixxImmIEs,  INC.
ATrN:JENNIm LYONS
12744 SAN FERNANm RD.
SYLMAR,  ca 91342

-mANDMFG.  03.
ATrN:FuEiEraL~~
3Mc-7aa.m, EurLDm260-2512
ST. PAUL, MN

-coRJ?.
ATm:l"ml?K  MUREWY
14905 2m AVE.  NORTH
MmNEGoLIS,  MN 55447

-coRp.
A!t'IN:RICHU?DMOFNSJ%E
14605 28THAvE.  NCRTH
MINNEZWLIS,  MN 55447

MINuMYsSuRGI~,rNC.
A!rIN:NoEL  w
10231 EiUEB  RD.
UJPERrm,  a 95014

MIIWDEWTDISIRIBUTINZ03.,LLC
ATJN: E5Elwml SESSMAN
764 -AVE., SUITE 4
?&xRrs PLAINS, NJ 07950

MI'IIAKA  USA, INC.
m:MAx ff?rmGIS
2337 IAKXY JOHN DRIVFi
PARK CITY, ur 84060

MITAKA  USA, INC.
ATrN: MAX tiT!mFGIS
2337 LUCKY JOHN DRIVE
PARKCITY, UT 84060

510(k) No: K991979
FBONENO: 818-362-5958

510(k)  No: K992300
PHONENO: 8X3-362-5958

510(k)  No: K993012
FT-KBENO: 818-362-5958

510(k) IW: K99W32
FKPENO: 651-737-1105

510(k) No: K983l26
FtCNElNo: 612-551-2643

510(k) fm: K991851
PHXENO: 6X2-551-2689

510(k)  NB: K992640
PHONENO: 650-529-2850

510(k) No: K993013
ETDENO: 973-267-5632

510(k) No: K984355
PHXENO: 888-244-6173

510(k) IQ K991989
PHONENO: 435-649-2236

DEWICFo:  S0F-SliTMICF0QRINFUSIoNSKT,~ELS  32OAND  321
SE DECISION MADE: 03-SE%1999
510(k) SUbWRY  AVAILARU FFGf FDA

DEWICRQJICK-SERIEFt,MXXL  395
SE DECISION MADE: 29-JULv1999
510(k) fXNMARY  AVAILABLE  FFW FDA

D?ZVICWMINIMEDCXN-STATIC& Imxwm-7301; SOFTWARE&7311
SE DEXXSICN  MADE: 15-NW-1999
510(k) SUbWiRY  AVQLAELZ FRX FDA

DEVICE: 3M CLINPX)  PRXHY PASTE, NIDEX, 12611
SE DECISION MADE: 13-MXf-1999
510(k) SUbNARY AVAIW0LE FRX FDA

DEVICE:FIBERFTL0HOI.X%'7FIEZRCX'~WAT!EFtFILTEXS
SE DFCISION  MADE: O&MAR-1999
510(k)  SUMMARY AVAILABLE FRXFDA

DEVICX:l%NACLEARDIATwYZERCLE?NlXSYSTEM
SE DECISICBJ  MADE: 30-AN%1999
510(k) SLBNWY AWULAEXE FRX FDA

DEVICE:SLIMLINESURXCALCLAMP;SLIMLJXJAWINSERTS
SE DECISICN  MADE: 08-BP-1999
510(k)  StRNiXY  AVAILWLE FRX FDA

DEVICE:SUR!ZE0ND
SE DM=ISION  MADE: 29-W-1999
510(k) ST7UmmT

DEVICZ:pOINTSETlER
SE DECISION MADE: Ol-m-1999
510(k) STRnNEm

DEVICE:MI'IRRiF0lXTSETIER
SE DEZISICN  MADE: 27-AU&1999
510(k)  SWWARY AVAILABLE  FRQl FDA
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ATIN:PAULAEBUIGER
60 CXACXER  DR.
wEstwxD,MAo2090

MITEK-
ATINtCHEUST~  KUNI'Z-IBSSIF
60 GLACIER DR.
wEhswmD,mo2090

MITEK-
ATINzCHFUST~  KIJIWZ-NASSIF
60 GIACIER  DR.
wExmm,m02090

MITEK mm
ATIW:PAULAEEiULGER
60 GLACIER DR.
wESlxcm,MA02090

MITEK mm
ATIN:PAULAEEXEGEX
60 GLACIER  DR.
-, MA 02090

MITEK F!iamTs
ATlN:PAULAAEXJLGER
60 cGCLACIER  DR.
wES%xm,MA02090

MIm FJIxxJucrs
ATIN:??AULAEEXJLGER
60 GLACIER DR.
wEsIwDoD,MA02090

MITEK pF4xxms
A!t'IN:PAULAEEtULGER
60 G;LACIER  DR.
tmslmxm,MA02090

MIZUHO  AMERIa, INC.
ATIN:T.WHIT  ATBEY
12300 mINEBxX PARKmY
SUITE 625
FxB3XWS,MD 20852

510(k) No: I@92406
FKNEJN3: 781-251-2746

510(k) No: K992487
PHONENO: 781-461-9700

510(k) No: x992611
FRONENO: 781-461-9700

510(k)  m: x992623
PHONENO: 781-251-2746

510(k) No: K992876
PHCNENO: 781-251-2700

510(k) No: K993261
FECNEfNO: 781-251-2746

510(k) No: K993327
FEXE NO : 781-251-2746

510(k) m: W93575
FTI-KXENO: 781-251-2746

510(k)  No: K990202 DEVICE:SVXIlATITANIuMANEURYSMCLIP
J?HCNENO: 301-770-9590 SE DECISICN  MADE: 04-JUN-1999

DEVICE: VAPR2.3M4ENDEFFEcT ~EFWIUSEWITHVAPRSYSTEN
SE DECISION MADE: 06-AU&1999
510(k) SUbNARY  AVAILABLE:  = FDA

DEVICE:MITEKMINI~CXGWBXpLuS
SE DECISICN  MADE: 21-SEP-1999
510(k) SUbMARY  AVAIL?BW FIiaM FDA

DEWICE:MITEKRQI%ORCUFFQJIcacANcm>RpUS
SE DECISICXV  MADE: 22-SEP-1999
510(k) SWN4FCf  A- FFXM FDA

D.EVICE:MI'I!EKMINIANClGR
SE DECISION ME: 02-NW-1999
510(k) SUMM?#Y Am FFCM EDA

DEXICE:VAPR2.3  @ISIDE  EFFECI? EXXTFGDEFQtUSEiWITHVAPRSY.'BEM
SE DECISICN  MADE: 24-BP-1999
510(k) SUMQRY  AVAILMm FRQM FDA

D?iVICE:~ANCBXSNAP-PAK
SE DECISICN  MADE: 02-DFiC-1999
510(k) SUbNARY  AVAIIMLE FEMM  FDA

DEVICE:TAI%NANCXX?SN?iP-PAK
sEDECISICNMADE:16-DE%1999
510(k)  SUMM?BY AVAILXJX  FXN FDA

DEiVICE:RESXVE@lIC.X?NWR
SE DECISION MADE: 29-DEC-1999
510(k) SUbNARY  AWCLXiLE E'iXM FDA

510(k) SWh?ARY  AVAILAmE FfMM FDA
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muLAR a?rrm SYSIEMS  INC.
A!MNzATLENPSmLEIN
650 CL= AVE.
-, CT06605

muLAR  aJlTr.m  SYm INC.
A!rImALmNPScHLmN
650 CLm AVE.
I3NXEEW,  CT06605

l.smILlYcxE I3JLwJTf.i  cm3 INC.
Xi"B'?:MIGUEiLANWRX
500 BAZDWINTOGJER
FDDYS!lXM, PA 19022

IKENLYCKE  HEALTH am3 INC.
ATINtMIGUELnANBZX@i
5OoElxn?INTckJElR
EDDYZS'ICNE, PA 19022

mLxLYcmHExTHcwGINc!.
RlTN:MIGUEZL,ANEGlXN
500JiRLDWINTCWER
EDDYSIBIE, PA 19022

-m., INC.
ATTN:GEF?ALDC-
14247 RIIx;E RD.
Au3ION, NY14411

bfmwHANMEDIcAz,a3Rp.
A!LlWJAWSACXXIE
5LA!IWRAV!.Z., SUITE1600
P.O. 'BX 2805
FT8?aTsm, NY 12901

510(k) No: K990816
FWXE NO : 203-335-1844

510(k)  No: K991037
PHCNEl NO : 203-336-3526

510(k) No: K984368
PHONENO: 610-499-3383

510(k)  NQ: x984370
FXNENO: 610-499-3383

510(k) Nt): K984371
EFKXiENo: 6X-499-3383

510(k) No: K980745
PHONElID: 7X-589-9201

510(k) No: K99l212
PIXNENO: 518-561-7330

510(k)  No: K990250 DEVICZ: HYDRAGEZ  IDL/HDL  WOL DlREZt'  KIT-P.N. 4005,  HYDl?AGEL  7 LDL/HDI
CXIL DIFUXT  KIT-P.N. 4103, HYDWGEXi  LDL/HDL  GIOL DIFWX'  0
ATlxEx3REK J7mIK ET-ENENO: 734-475-2441
13805vJmmmIiaaD
-, MT 48118

510(k)  No: K991362
5 HE?MXOBIH(E),  ACID(E) HEMXLOBIN(E),  MINI ACID(E) HBQ)
m: J33REK JANIK PHONENO: 734-475-2441
13805bExmxmEloAD
c73EISm, MI 48118

DEVICE:AVo3RF:SYSTEtd
SE DECISICN  MADE: 24-SW-1999
510(k) SUMM7GY  AVAILABLE  F'RB  FDA

D?ZVIC!E:  EucLm REzxcTIcNANDGUIDmSY~
SE DECISION MADE: 23-JUN-1999
510(k) SmTmmr

DEiVICEJ:MXMLGELO.9%  ISU-J.WICSALINFiGEiL
SE DFCISICN  MADE: 22-FE&1999
510(k) SCJWARY  AVAILABLE  FRaM FDA

DEVICE: HYPEZEL  20% -cSALINEGEL
SE DECISION MADE: Ol-M?iR-1999
510(k) SUtWBY AWILABLE FIiaM m

DEX'ICE:MEPIT!ZLNcNADHEREWI'SILIocNEDRESSIIG
SE DECISION MADE: 03-M?&1999
510(k) SUBMARY  AVAILXEB FRB FDA

DEiVICE:SEXXXDWINDAIRPURIFlER
SE DECISION MADE: 02-m-1999
510(k) zZmmmr.

DEiVICE:MCDIFICATI@7TDTRU~Pl?AKFLOWMEiTER
SE DFCISICH  MADE: OlJuL1999

510(k) SmTmm?r

SE DECISION MADE: B-JUN-1999
510(k) fZwmm?r

DMCE:HYDRAGEL -M(E), MINI -m(E), 7 -IN(E),  1

SE DEZISIUN  MADE: 21-JUN-1999
510(k) SmTmfmT
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CK KIT, HYDIVGEL  ISO-CK 15/30 KIT
510(k) IQ: Kg92148

ATJN: EKREK JANIK PHCNENO: 734-475-2441
13805 L,RDmm  RaAD
-, MI 48118

ImmIEsrAR,mBANG -1Olk) No: K990328
ATIN:  AE-HDE. m
1429 LYIKxN ST.
SOUIB PASADENA, CA 91030-3811

ms 9lJEE5, INC.
Xl'NzI-lARRYA,XXL?WW
304 VESCN?i  AVENUE
ELIZAEEIH, NJ 07208

l%xsIuBEs,  INC.
A!ITN:HARRY  SQiLAKMAN
304 VEKCN?i  AVENUE
!ZLIzABE?H,NJO7208

ms TUEES,  INC.
ATIlu:H?mY  -
304 - AVENUE
ELIZABFIH, NJ 07208

ms IUBES,  INC.
A!lITN:HARRY  -
304VEXQNAAvENuE
ELIzABGIH,NJO72O8

MRIDEVICESCIXP.
A!tTN:'IHCMAS  +SWBEXT
N8 W22520  JCHNSON  DR., UNIT K
JCXl'Na DR., CCXQHCE CXNTER
WAUKESG,  WI 53186

MRIDEVICE+SCCRP.
A!l.T!N:?IIQMAs  -
N8 W22520 JCHNSCN  DR., UNIT K
JGXVCN  DR., CWHXBIE CEtVlXR
WAIJlmSHA,  WI 53186

ti’m : 626-403-5959

510(k) No: K984310
PWNE!NO: 908-355-6032

510(k) No: Kg84628
J?FemJE  No : 908-355-6032

DEVICX:DE!C,DcNGBAWZA~NEEDLEs
SE DECISION MADE: 04-MAY-1999
510(k) SUMMARY AVAXABiX  FRaM  FDA

DEXICE:MLSSTWEBS,INC,ALLSILICWE~~
SE: DECISION MADE: 24--1999
510(k) STATMEW

DEVICE: bZDIFICXT~  OF BXS P.E.G. TRAY
SE DECISION MADE: 17-MAR-1999
510(k) znBTmmr

510(k) NO: Kg84629
PHONENO: 908-355-6032

510(k) No: K990389
PHONElNO: 908-355-6032

510(k) No: K990544
pIloNEN3: 416 751 0400

510(k)  IW: K993233
EWNEND: 414-524-1402

DFXICE:MXS'IUEBS,INC.N7GALT?JEiE-MARKIV
SE DECISION MADE: 02-MAR-1999
510(k) STATmmr

DEVICE:MXS~TUEZ
SE DECISION MADE: 22-MAR-1999
510(k) SBxZBEW

DEiVICE:TRX-GlXWEXTILTANDRECLINESYS!lZEBl
SE DEXXSICN  MADE: 08-APR-1999
510(k) STATmmr

DEVICE:OEC-O85E3RE%STARRAYCXXL
SE DEcISION  MADE: 15-ocT-1999

510(k) STAW

510(k) NO: K993235 DEVICE:@%085WRISTARRAYCIXL
FWINE NO : 414-524-1402 SE DECISICN  M?iDE:  15-(X-J?-1999

DEVICX:HYDRWEGMXC ISO-CKKIT,HYDWGELISO-CXKIT,HYDlVGEL7  ISO-

SE DEXZXSICN  MADE: 29-DEZ-1999
510(k) +smVBWr

510(k) STATmEw
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MRIDEVICESo3Rp.

&RI DEVICES CEFP.
A!lTN:!litmas  -
N8 W22520  JCHNSfXV  DR., UNIT K
JOHNSCNDR.,  -CFNI'ER
wAIXSHA,  WI 53186

MRIDEVICEXio3Rp.

fii%2%%%lN~UNITK
JCHNXHDR.,  UZXEW!%UWIER
-, WI 53186

MRIDEVTCESCXXG'.
ATm:TI-m!As  -
N8 W22520 JOHNSON  DR., UNIT K
JCHNtXX  DR., a3ItFaaTEm
WAUKESHA, WI 53186

MRIDEVICESC0RP.
ATTN:Tf33?Ls  -
N8 W22520 JOHNSCN  DR.. UNIT K
J- DR., cIxmsK&w
WAWESHA,  WI 53186

MRIDEWICESCXXP.

i%%2%?!?ti?lJNITK
JCHN!X@l  DR.,d-
iGCKES%,  WI 53186

!iiEE% LGizimmcK
2450 cIOLLEE W
YFYERXJS  FALLS, MN 56537

MRLB INTG.,  INC.
AT?Z?:  B.J. HUWGWCK
2450 - WAY
FEEUS  FALLS,  MN 56537

510(k)  No: K993279 DEVICE:@GO85SHXLDERARRAYo3IL
PENFINO: 414-525-1402 SE DECISION MADE: 15-ocT-1999

510(k) W

510(k) M3: I(993477
FECNFINO: 414-524-1402

DEVICE:HEwWRISTARRAYUXL
SE DECISION MADE: Ol-NW-1999

510(k) STWEMEm

510(k) No: K993719
FT-KXENO: 414-524-1402

DEXtCE:K?C-3ooKNEEARRAYo3IL
SE DECISICN  MADE: 26-WV-1999

510(k) SCXLWQn

510(k) iW: K993776
FT-ENENO: 414-524-1402

DEVICE:OBG3OOEWJUSTARRAYcoIL
SE DECISION MADE: 03-DEC-1999

510(k)  S'mrFMm

510(k) No: Kg93780
PKNENO: 414-524-1402

DEVICE:QSG3OOSHXJLDERARRAYCmIS
SE DECISION MADE: 26-NOW1999

510(k) STATE?GNl'

510(k) No: I<993819
PHONENO: 414-524-1402

DEVICFsQ-dH-3oOWRISTARRAYcoIL
SE DECISICN  MADE: 03-DEC-1999

510(k) .m!xmmm

510(k) No: K992868
PKWNO: 218-739-2222

DEVICE:DlWIWWEDP40~
SE DECISION MADE: 07-SEP-1999
510(k) SUbWiRY  AVAIL?CW FwaM  FDA

510(k) No: K992893
PHCNENO: 800-972-3543

DW'ICZ: DEMIXFWE DP 90 CWnUIXX,  DENTAPWZ DP 365 CXURIDZ
SE DECISIa MADE: 08-SEP-1999
510(k) SDWARY AVAILXU FRaM FDA
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MSB,UK
S/MuIEs)

510(k)  m: K990370

ATIN: EHOIENO:
BFaxSrnE ~,RAMsBuRY
-,w=-,

!z?zskY  MamMARA
510(k) No: K984561
FlXMZNo: 508-643-0434

49 PLAIN L5nREEl
NOR!El -, MA 02760-4153

Ml'PMEDICRLTNHNICT+L~ICN@l510(k)~:K99O9O9
ATlN:KEVIN KENNAN FRCNENO: 310-410-2769
P.O. Eiox 1954
CULVER  CITY, ca 90232

MI'PMEDIcAL~aL~ICNGwXO(k)  NO: 'I(990910
ATrm:m  KENNAN PHONENO: 31C-410-2769
P.O. Eox 1954
aJLm CITY, a 90232

IQ'PMEDICALTECHNIC%PFa%xCICN@l510(k)NO:  K990911
ATIN:KEXLN  KEXNAN PHONE No : 310-410-2769
P.O. mx 1954
CULVER  CITY, CA 90232

P.O. BQX 1954
CULVER CITY, CA 90232

M U R R A Y - c s
A!rrN:lmrrcHoFFMAN
26OscwIL;LING~
HUNT VALLEY, MD 21031

km, INC.
ATlNzGFCGQRYAWI'IRERSlXCN
4230 sHILz;cNG  MY
DAUAS, TX 75237

MM? ELECTRONICS  INDUW CD.
ATiN:MANFRFDWRCHXER
21RcsEFa.
-, -,

FldIE.NO  : 310-410-2769

510(k)  No: K983228
FT-CNENO: 410-771-0380

510(k) No: K991539
PKNENO: 214-210-4900

510(k) No: K982173
F'FDNE NO : 272 151 02653

D!XICE:HSB (IXJXIRIcaLsrIMuLA!rIcxv) -ES (DISKXABLE).  (TENS/FE

SE DECISICN MADE: l2-APR-1999
510(k)  w

DEVICE:~SINFUSICN~,PilSR~ELA&B
SE DECISION MADE: 04-FE%1999
510(k) SUM?iRY  AD FRX FDA

DEVICE:MTPLRXVMPDISE%AECX !lmBINGsET
SE DECISICN  MADE: 09-JUN-1999
510(k) SUMMXU!  AVAILX&E FwlM FDA

DEVICE:MIT?EGMXENXNAT DISRSABLE TUBING  SETS
SE DECISICN  MADE: 03-JUN-1999
510(k) SUMARC  AVAILABLE  FRX FDA

DE~VICX:MI'PARTHF~PUMPDISF~SABLE TuBINem
SE DEXXS1C.N  MADE: 03-JUN-1999
510(k) SUMARY AVAILABLF:  FF0.f FDA

DEVICE:MIl? ExTRAcTIoNBAG
SE DECISION MADE: 09-JUN-1999
510(k) .%&NARY  AVAILABLE:  FRX FDA

-.

DEVICE:BICNICARESTIMILATOR SYSTEN,X0ELBIG1000
SE DEXXSICN  MADE: 15-M?&1999
510(k) SUbMRY AVAIUX%E FRN FDA

DEiVIC%:  M-22
SE DFCISION  MADE: Ol-JULv1999
510(k) SD&NARY  AVAILXLE ti FDA

DEVICEi: BUZBEFi
SE DECISICN  MADE: ll-MNh1999
510(k)  SINTMNr
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MY~MEDIC%LSuPPLIEs,INC. 510(k) No: K982098
Al.rlN:sANJIv  KUMAR PHXENO: 919-678-0680
101 lKEE VALLEY htXOS DR.
CARY,  NC 27513

MYo3MEmcxJSuPPLIEs,lxc. 510(k) No: K982646
ATm:sANJIv  KUMAR J?HCNENo: 910-67B-0680
101 ROSE vp;LLFy  WXDS DR.
CMY, NC 27513

MY~MEDIc7iLSuPF!LIES,INC. 510(k) IW: K990388
AiIc.m: SANJIV IUIMAR PHCNENO: 919-67-O
101 FCXSE VALLEY l'DXl3 DR.
C!?SU,  NC 27513

M!mJEcm~~,  INC.
ATIN: FRAY ADIB
15425 53RD AVE. SCUIW
TUKWILA, WA 98188

510(k) No: K992439
PHCNNO: 206-243-4214

MY-cs--, INC.
ATlX:FR?iY  ADIB
15425 53RD AVE. SCUTX
-, WA 98188

510(k)  No: K992694
F'HQYE No : 206-243-4214

NAGCRLTD.
ATIN: J.A. EWNS
FOEDx2llxlLmm
ISIEOFM?WIM99lAX
BRITIm1sLEs,

510(k) No: K984029
PHONENO: 44 016 24625556

NATIONALADVANCED EICOSCOPY  DEVICE510(k) No: x991656
ATIN: GAYLEMBUIUR PHONFJKO: 310-446-4600
10801N?xM~~m.,  #603
UxAIvzmEs,  ca90064

NAT1mADm EN!X%XY DEVICESlO  No: K993688
ATINzGWLEMBUXER EFKBIENO: 310-446-4600
10801NAT1oNAL  BLVD., #603
Ins-, CA90064

NAT1mw EIQXSCDPY  DEVICE510(k) No: K993689
ATINzGAYLEMBUt!LER PISNEN3: 3X3-446-4600
10801NAT1cmLBLvD.,  #6O3
LmAIcnEs, CA90064

DEVICE: YtwmDrnP 1" AND "mmP 2"
SE DECISION MADE: Ol-MAR-1999
510(k) STATmEm

DEVICE:AILEE SWIWRESANDAILEENEEDLES
SE DECISION MADE: 02-JUN-1999
510(k) tXmTmmm

DEVICE:TUl-OPLUSIVADHINISI'RATICNSET
SE DECISION MADE: 29+lAR-1999
510(k) fimUmEm

DEVICE:N0F%XYN8OOOSEWSYSIEM,ND-8~
SE DECISION MADE: 13-AU%1999
510(k)  SUtWXU  AVAIL?QU FWSM FDA

DEVICE:MZHFICATIQ?TOK6-I  DIXXWSTICSYSnZM,NDELK6-I
SE DECISICN  MADE: lo-SEE-1999
510(k) SW AVAIUBU FEXXFDA

DEVICE:SlXELtSX-S
SE DECISICN  MADE: 05-AUG-1999

510(k) .5QNARY  AWULABLE = FDA

DEVICFs:AED~
SE DECISICN M&DE: 02-DEC-1999
510(k)  .SmrEmm

DEVICE:'b  WAFGaX'E
SE DECISION MADE: 06-DE%1999
510(k) SmTEMmm

DEVIc;E:AEDCYSlWC0~
SE DECISICW  MADE: 15-DEC-1999
510(k) SllATEMENT
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NATsoI)Rp.
AlID?: RIa-IARD c LANzrlIrxnm
30 Ntxoxmm FUXD
SOUND BE?iC+I,  NY 11789-1734

NAVICNBICMEDIC2&Q)RP.
ATl"NzDON?GXAKAY
312 7COSCA DR.
-, MA 02072

NEBL,  INC.
ATIN:lU43 NlHtWADDA

K983476
781-341-8058

K983164

44 - DR.
-MA01609

'.-. Yy;.. ..'.
,,' ., ,. .".!..  ii, I. .: .:

NELuoRmTAN-
ATlN:l4zu~  ANKI

w.;..;&5&;  No: K9g1150

10 AT&EE pE&lgj-w DoIsy
'. " PK@$:No : 333 834 48500

-LEs-NANCY,
-.: y=?f_‘,;

.' * 8 : ., :, %‘ ..~.  .> ,::
.,.,, ,l

-PURITAN
R

BENNETT, INC. .; 5lO>(k)~m: ix990177

ATm:cl-EmiL  - .pHoNE'iX)  : 6X2-694-3638
28corwxc&zzBL~. 1. . .
-Mn@mK&Is,m55441 .

. 'T :.

-mmANBENNEIT,  INC.
ATIN:DARIN BUSCH

510;&)  NO: K990565
pH0NE.m : 612-694-3563

2800 - BLVD.
MINNUHUS,  MN 55441-2625

NELumFJuRITANBENNETT,INc.
ATI'N:  DAVID A. C. GFG?EN

51O(i)W:  Km991823
PHONE ND : 760-603-5978

.22OQ FARADAY AVE.
CARISE?AD,  CA 9?OOE-7208

NELLxx3RPuRITANBENNETT,INc.
AT!3J:  DAVID A.C. GREW

510(k) ND: K993637

2200 FARhDAfAVE.
PHONE NO : 760-603-5978

(Z2iRlSBAD,  '34 920057208
.

-a, INC.
AT'!iN:IjAVIKi  Ei(S@GTZ

'- 510(k) No: K991498
PHCNENO:  516-754-8080

104 -AVE.
EASI IwxmmRT,  NY 11731 >

DEVIC'X:~~-'IT-XWGcWSUiJiSY~
SE DECISICft  MADE: 23-.XJN-1999
510(k) W

DEVICZ:BI~VIGA!MCbJSYS'IlmFaR~OF ExTlmmlFEEDINem
SE DECISICN  MADE: Ol-WiR-1999
510(k)  .stMARY  AVAILAFU FIICPI:FDA 1

DEiVICE:FGXXmRE tmFw%mq
SE DECISION WE: 05-MAR-1999
510(k) SUWARY  Am FXM FDA

DEVICE:~PURITANBEM\TEIT, (?dfxmKNIGBT418G
SE DECISICYJ  MADE: 14-APR-1999
510(k) SUMGEU  AVAILAEW FFr%FDA

SE DECISION MADE: 18-NW-1999
510(k) SUbWARY  AVAILAEm FXM EDA

DEVICE:SUZAlQW
SE DECISICX'J MADE: l&AU&1999
510(k) SUbMARY  AVAXAEEE FE7aM FDA

/

-

DEVICE: N-395 PULSEi OXIMEmR, MXEL N-395
SE DECISION MADE: 25-Am-1999
510(k) SUM?ARY  AVADXm m FDA

DEVICE: N-395 PULSE OXIXTTER, WITHEXTENDEDDEVICEcXAIItS
SE DECISICN  MADE: 24-NW-1999
510(k) ,SUWARY  AVAIMBLE FIioEl  FDA

DEVICE:ACXWELLXTALGALWIWE,MaDEL6010-=
SE DECISION MADE: X-JON-1999
510(k) V
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NEuFosuPFLIEs, INC.
ATm:ItcBmLD  LUICH
86Eos!mNEwTmAD
WADBEWD,  CT 06385

IEIJFO SUPPLLES, INC.
ATnJ:l%.xaLD  LuIa-I
86Ens!lmrnIMAD
tWEREWD,  CT 06385

iauR0 suPPLlEs, INC.
AirIN:- LuIai
86BzmBIrnIiaAD
VATWKRD,  Cl' 06385

NExJm SUPFJLES, INC.
IcrlN:- LuIm
86Eiml?aRx!cm
bATEEWD,  CT 06385

-, L.L.C.
ATINzJCHNEBARHAM
43N. ENDS ,?3EEiE
BELL AIR, MD 21014

-, INC.
A!l?INsJEFFREYALEE
2355 POLARIS LANE ND.
SUITE 116
PL?mmH,m55447

m:JIM sEx=ERMAFIK
1879 BUFRKLE RD.
WHITE BEAR WCE, MN 55110-5246

510(k) MJz K991769
PHCN!Z No : 860-442-5650

DEVICE:CUBNECUS(lBR)ExZt'mDE
SE DECISION MADE: 18-AUG1999
510(k) m

510(k) No: K991770
PfiCSE NO : 860-442-5650

DEVIC'E:CUBNiCUS(GFCYJND)~E
SE DECISION MADE: 18-AUG.1999
510(k) .SIMBmn

510(k) m: K991771
F'BXEl No : 860-442-5650

DEVICZ%DIGI'ImFtINGEZEClRDE
SE DECISION MADE: 18-AUG-1999
510(k)  STA!m@m

510(k) No: K991772
PHCNE NO : 860-442-5650

DEVICZ:~S  (DISC)ELECtRaE
SE DEcISIC@J  MADE: 18-AUG-1999
510(k) STATmmr

510(k) No: K983007
-No : 410-83%8090

DEVICEf:NEuw3TuBE
SE DECISICCJ  MADE: 22-M@?-1999
510(k) SUbMFtY  Am FR% FDA

510(k) No: x984258 DEVIC.Z:~XSUE-MI~INFWSIoN~
PHONENO: 612-476-8106 SE DECISION MADE: 11-FE&1999

510(k) ,SUMM?Y  AVAILABLF:  FHBf FDA

510(k)  No: K972065
PHcNE No : 612-777-3700

DFlVIC!E:AUFQRA
SE DECISICN  M&DE: 27-JAN-1999
510(k) SUMiRY  AVTUARLE FwT/I FDA

NEW ATLIANCE  OF INDEPENDENT MEDICA5lO(k)  No: K992266
ATrN:-  'MIEON PJXNEN: 626445-3090
99W. SANDRAAVE.
ARCADIA, CA 91007

NEwwmDmIcAL,~.
ATJN: A.M. AHMED
10763 EDIscN OcuEiT
Riwcm ctJcmDm,  a 91730

510(k) ND: K991072
FFCBE NO : 909-4664304

DEVICE:IVADMINIS!~ATI~NSEJ?
SE DECISIm MADE: 27-CC.T-1999
510(k) snmmfmr

DEVICE:AHMEDGLAUCmAvAL~IMmsiNT
SE DECISION MADE: 13-JUL-1999
510(k) SUMRFR AVi%UBdT FEMM  FDA
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I'EPDEAL  S.A.
ATINtNGi%!ANFESTRIN
9109 COPENBAVERDRNE

510(k) No: K990622
PECNElNo: 301-279-2899
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DEVICE:~SCREW
SE DECISICN MADE: 29-APR-1999
510(k) S AVADXBIE  FRX FDA

FGXNAC,MD20854

IlE%?DEAL  S.A.
ATTRNCRGNFJXSTRIN
9109 oDPE@HAVERDRIVEi
FWlTXAC,MD  20854

510(k) ND: K991477
Is%=NE 1w3 : 301-279-2899

NEWDEAZ,  S.A.
.XtTNtNORMhNFE%CRIN
9169 UX'ENHAVEEtDlUVE
FUl-Q@C,MD  20854

510(k) No: x991482
FHCCE  No : 301-279-2899

I'IEBDEAL  S.A.
ATIN:XRMANFES!CRIN
9109 CfXENBAVERDIUVE
FOMMAC,  MD 20854

510(k) m: I(991566
FWBENO: 301-279-2899

ATIN:m  l.KxmKL
76OWEST16THST.,BUX.M
CDsllA MESA, CA 92627

NEmmFtTmIcTlLIN~ S,

NEmAvEMED1cALm
?fMN:FxBEnT  A.lwmKx
1538 HAVEN  F!CAC?3
ALIEN, TX75002

pEniE’N0 : 714-642-3910

510(k) ND: K993130
FFmE m : 972-396-5400

INC. 510(k)  No: K972833

NExANTEmtmDLm.
A.rJ.mKENNETHPALMER
15825 SHADY UQvE IMAD
SUITE 130
IKXKJAU,MD  208504008

NEXMED, INC.
ATIN:JFsckJ  BIAIIa
42-160 STATE ST., SUITE B
PAL&f DFG%!l?, Ca 92211

NEYDENIRLINC.
A!tTN:ANDFGNJP~
1065 S.W. 3OIH AVE.
DEElXCGD BEACH,  FL 33442-8193

DEVICE:ElOOMVERl'IIATOR  (E100M)
SE DECISION MADE: 23-SE!?-1999
510(k) +smfmmw

DJXtCX:UlXRA-GARMEm~E
SE! DECISION MADE: 17-DEC-1999
510(k) SUbN@Y  AVAIUQXE FTMM  FDA

510(k) No: K993643 DEVICE:NEXSYSTEM~ PATm~mmELNExlOO
PHCNE No : 301-548-0508 SE DECISION MADE: 28-DEC-1999

510(k)  SUNQRY  A- = FDA

510(k) No: K991882
PHONENO: 760-779-8250

DEVICE:NEXFLEXTOTALKNEESYSTEN
SE DEXXSICN  KADE: OB-DFiC-1999
510(k) StXbNRY  AVAIUBLE FRX FDA

510(k) ND: K984427
FKN3 NO : 954-429-2886

DEVICEi:EXCEXSIORFCRUXXNSYSTEM
SE DECISICN MADE: 15-MAR-1999
510(k) STATEMENT

DEVICZ:SPINSNAP-oFFSCREW
SE DECISION MADE: 14-JULr1999
510(k) m AVAILABU  F!RN FDA

DEVICE:UNI-C!LIPSl%PLE
SE DECISION MADE: 03-JUN-1999
510(k) SU@?AFZ  AVAIUE?U FIMM  FDA

DEVICE:SOWTSrPSLE
SE DECISICN MADE: 03-AU&1999
510(k) SUN!ARY  AVAIUBU FTXN FDA



8c;
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NmEK. INC.
AlTN:JERRY  TsvrsuMI
47651 WESTINGHCUm  DR.
l?REMxT, CA 94539

NIr-KNmENAMERIcA,  INC.
Es
ATm:GARY REASONER
2601 c%MPUS DR.
IRVINE, Ca 92612-1601

NIlI-m IxHDEN AMEIUCA, INC.

ATm:GAFu! REASCNER
2601 CaMpuS DR.
IRVIW,  c=A 92612-1601

IvIHcNmENAMERIa,  INC.
ATIN:G?iRY  REFSONER
2601 CAMPUS DR.
IRVINE, CA 92612-1601

Nll?mKoHDm~c!A,  INC.
IIE SYm wIl?-I B
A!FIN:EfNNIE  BISHOP
26OlCMFUS  DR.
IRVINE, CA 92612-1601

NIrrsx KOBDEN AMERICA, INC.
ATIN:EZCNNIE  BISHOP
2601 C?WWS  DR.
IRVINE&  CA 92612-1601

NImvSEIMITSusoKKIm.,LTD.
LNUMERWS-300
A!tTNzlX+%RTDWAXHAN
222 INSTIrn ST.
SMIWm, VA 23430

NIHmSE~TsusoKKIo3.,LTD.
ATTNzROE@!RTDWAXHAM
222 INsMTurE  SC.
CGMITHFIEID,  VA 23430

510(k)  No: K99l284
PHCNENO: 510-353-7706

510(k) No: K984504

pI-33lE  No : 949-250-3959

510(k) No: x990031

FKNENO: 714-250-3959

510(k)  NJ: K990063
PI-KJNE  No : 949-250-3959

510(k) No: K991899

PHCNE No : 949-250-3959

510(k) N: K992742
PHCNENO: 949-250-3959

510(k) No: K981702

PHXIENO: 757-365-0978

510(k) No: x993890
PHONE No : 757-365-0978

NIN2BOYUJIANG RUBEiER  & PLASTIC c510(k) No: I(991821
ATlNzJANJxAP!FJ?mR FHGNFn No : 775-342-2612
198 AVENUE DE LA D'm
sp-,, NV 894349550

DEVICEz ANCERIORME-sEK;MENT ANbLYSIS  SYSTEN
SE DEcISIa  MADE: 06-A&1999
510(k) SUNVARY  AVAIIAEU F!FUX FDA

DEVICE: NIFW KCfrlDEN  E%-91lOK  AND E@Z-9130K  CMXOFTu( Q AND m

SE DMJISION  MADE: 15-APR-1999
510(k) ,SWNARY  AVAIUQZE F'X%l FDA

DEVICX: NIH@J  KCttDEN  EXX-9OlOK  AND.=902OK  CaRDIOFax  GEFl  AND ACXZSSC

SE DECISION MADE: 16-APR-1999
510(k) SUMMARY A- FIX&f FDA

DEVICE:NlHCNKCHDENTG-9OlTCO2  SENSfXKITWITHA(X%XHXS
SE DECISICN  MADE: O9-JUN-1999
510(k)  SUMMARY  AVAILABLE  FRckl EDA

SE DECISION MADE: Ol-SEE-1999
510(k) SXJMMY  AWIIABUZ E'FXN FDA

DEVICE:N!XUROFAX,~ELEE%llCOA
SE DECISICN  MADE: 14-CCJ?-1999
510(k) S AVAILMZE FEMM  FDA

DEXICX: AUIWATIC DIGITAL WCWRISTBLLXD pRFssuREMXIToRMcDE

SE DECISICN  MADE: 05-MAR-1999
510(k) SUMMARY AWULABLE  FXN FDA

DEVICE: DIGITAL B.UXXI PRESSURE McNIm, mEL DS-181
SE DECISIoN  MADE: Ol-DEC-1999
510(k) .!XM@W!  AVAZABLE FFXM  F13A

DEVICE:NITRILE ExAMINmIoNGLmE,FumERm,BLuE
SE DECISION MADE: 01&1999
510(k) i?LWWU!  AVAIWBUZ FWSM  FDA



SUBMI'ITEXADDRESSLISTINGFoRCDHSUBSTAW~m (SE) 510(K)  SWWRIES OR 510(K) SXAnWNx >96JAN-2Oix
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NIPRoMEmc%LcmP. 510(k) No: K991623
RI~vJmxA,pGwAPARAFIsIuLA~0vENoGA
m: KAELm HADLEY FKNENO: 606-224-8256
1384 00PPERFImDcwKr
La!wNzm,KY40514-1268

NI~SANGYOoo.,LTD. 510(k)  m: K9844G9
ATlWzGAFZJm l?HCNEND: 510-276-2648
16303 PANCRAKIC  Wi
SAN LEAN&Q Ca 94578-1116

NISSELLTD. 510(k) No: I(990281
PS&SV(FOLYMKXN )soFT(HYDmmIc)~~
A!ITN:JCHNMSZAEWSIK PHONE NO : 312-553-0828
203 NORTH-AVENUE
SUITE 1200
mm, IL 60601

NMT IEUR.XC-  IMPLANTS S.A. 510(k) IW: Km990660
CESDISWSABTZDRAIIWZLINEKIT.MXXZ,91O-6XX
?i.rTN:- m
6Oll(xiLuNI  STREZC
CfBAT.,  GAEKES, FL 33146

N%ELBICUiREUSA,  INC.
ATIN: JEFF H74usHEER
22895 EZ%STF'ARK DRIVE
YOREiALINDA, CA92887

IWBELBIWAREUSA,  INC.
ATm:KIM RENDON
22895 EAST PARK DR.
YORBALINDA,  CA92887

NXELBIOCAREUSA,  INC.
ATIN:KIM RENImI
22895 EAST PARK DR.
YmBALINDA,  CA92887

NOBELPHARMA  USA, INC.
c USE
ATlNzEZl'SYABRCWN
777 (3?lmam  LANE
-, IL 60559

NmmamP.
ATTN:wLl2.lIAM0~sBKo
2591wExFoRu  BAYNERD.,  #400
fSiEWI=,  PA 15143

EKBENO: 305-666-0081

510(k) NO: K984287
PHONENO: 714-282-4800

510(k) No: EC990846
PHCNEND: 714-282-4800

510(k) No: K992538
FHONENO: 714-282-4800

510(k) No: I<984162

EBON!Im: 708-654-9100

510(k) No: x991966
PHCNEIW: 72493443200

DEVICE:NIpIioAFZENAL vENcusFIsTuLANEED~,~PARAFI~~

SE DECISICN  MADE: 09-AU&1999
510(k) SUMMARY Am F!IXN I!DA

DEVICE: ELK IASER FILM  DIGITIZER
SE DECISICN  MADE: 12-FEB-1999
510(k) f+XJWAW  AVAILABI;  FfiaEl  FDA

D~~:s-38(WLYMPXXW)SOFT(HYDIIOPHILIC)~TLENS,'IHE~

SE DECISICN  MADE: 16-APR-1999

510(k) ZXNMARY  AVAlX%XE m FDA

D?ZVIC!E:NMTNEXJHXCIENCES~ UNIT,W&910-600  &IWPNEURCH!LEN

SE DECISI~  MADE: 23-W-1999
510(k)  STATEMHVT

DEVICEi:~SICNALeDENt!?&rIMPiXWSYSTEM
SE DEZISICN  MADE: Ol-MAR-1999
510(k) sXWW?Y  AWuLAEZE FFc&l ImA -.

DEVIC?i!i:AWRPXXlSDIAIXNDCXXXTEQDRILL
SE DECISICN  MADE: lO-JUN-1999
510(k) SUMMARY  AVAILWLE = FDA

DEVICE:AHXPHXJSDIWZNDCXWEDSCREm
SE DECISICN  MADE: 23-W-1999
510(k) SUWNRY Am = FDA

D?WICEi:BRWEWRKBoNE--HEARING Am (E!AHA)  SYSTEMFORPEDIATRI

SE DECISION MADE: 28-JUN-1999
510(k)  SUMMARY AXVIABLE FRCN FDA

DEVICE:T!%NcpIc)Is~II
SE DECISION MADE: 03-W-1999
510(k) SUMMARY A= FfMM  FDA
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rKzK6m.
ATTN:wILLIAMo(T-IIsHKo
2591wExFmDE4mERD.,  #400
iSEWI=, PA 15143

Im?INMEOIaL,INc.
9845 Am 9847
ATIwFucHARDP~
2605FBmmXECLAN!$NmTH
MINNEAFOLIS, MN 55447-4755

NOHXXADENlBLAEt
AlnJ:cl3RIsMNE  E!mFJEL
1205 DE LAVINA
SANTA ILvcEmA,  a 93101

NORIANCXIRP.
ATIN:KIM !mtumuNs
10260 EUEB FCAD
CUPER!TIIQ CA 950144166

NtxcmmEa., INC.
A!rlN:MARsHAc~~
1050 CNNEXXIm  AVENUE, N.W.
-, !Y2 20036-5339

NtxITAKEm.,  INC.
ATnJ:MARsHAC~~
1050 cKBlNWMW  AVENUE, N.W.
m, DC 20036-5339

Nax?mDm1caLSYSTEMs,INc.
Alsrm:TERRy  v
VG634OHACKEmmRD.
EOFE A'IKINSCCJ,  WI 53538-8999

IKWH AMERICAN  ALLOYS, INC.
ATIN:- c!ALEm
225 EREWKW  CT.
-, IL 60108

510(k) Xx K993359 DEiVICEi:RAF'RX~PUNNIbGSYSTEM
pIx.mE No : 724-9348200 SE DEcISI(X  MADE: 21-D-1999

510(k) SUMGFtY  AVAlBE&E IX&l  FDA

510(k) ND: K982969

FJHCNENI): 612-553-9968

510(k) No: I(992161
pHoNENO: 805-963-4312

510(k) NO: EC983104
PHSNE hQ : 408-252-6800

DEX'ICE:I'XXINpuLsEOXIMEXER ANDC?@ECUDIOXIDEDliTFCXR, mELs 9843,

SE DMJISIGN  MADE: 12-AU?-1999
510(k) SUMBRY AVAILAEm FRCM  FDA

DEVICE:CERANA
SE DECISIOX  MADE: 22-SE%1999
510(k) SOMARY  AVAILwLE FlQl  FDA

DEVICE:VXIANPERICX.XXmL /D= - (F'DC)
SE DECISION MADE: 12-FEEi-1999
510(k) STJMMMf  AVAIUBX FlMM  FDA

510(k) No: Kg92023
F'HCNE NO : 202-857-6122

DEVIcE:GRANDCERAM
SE DECISION MADE: 03-SEF-1999
510(k) m

510(k) No: K992024
Ff-DNE No : 202-857-6122

DEVICE:SUF'ER m TI-22
SE! DECISION MADE: 27-AU&1999
510(k) .SmBmmm

510(k) No: K992125
FFIWI NO : 920-563-8456

DFiVICE:XR46DXA(CENTRAL ) HONEDENSITCHEXER, MXBLxR46
SE DECISION MADE: 22-NGV-1999
510(k) SUMAF?Y  AVMIAELE FRBl  FDA

510(k) No: K993344
PHONE NO : 630-980-5618

DEVICE: PlO SPIXIAL
SE DEZISICN  MADE: 15-NCN-1999
510(k) ,SUmARY  AVAIUBLE F FDA

Imtm AMERIW  SCIEIKE  Assoc., mc5lO(k)  m: K983451
ATIN:MATlmEw  SLIVA FKNEND: 419-666-9455
2261 TRACY RD.
-, CFi 43619

5.
1,

: :;

DEVICE:cBGTBGETEsTPACK
SE DECISICN  M&DE: 23-AIR-1999
510(k) STATmmn
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mm-, INC.
ATIwFcmExLcmEm
73oExxmNKmFtD.,  SUITE22
SUDW, MA 01776

m -IEs, INC.
ATTN:cAssEY  KCIREK
600 a3JRa-I  RD.
ELGIN, IL60123

m rL!fimmmIEs,  INC.
ATIN:cAssY  TmEtEK
600 cs23uFa  RD.
ELGIN, IL 60123

m TTlKmDLcGm,  INC.
A!rm:c7sEx KUREK
600-RD.
ELGm, IL 60123

510(k) No: K983576
PHCNENO: 978440-8348

510(k) ND: K983326
Pi-IoNE  No : 847-608-8900

510(k) No: K990341
PENEND: 847-608-8900

510(k) No: K992381
PKNENO: 847~608-8900

IXl3WBT MEDIG%  PHYSICS EQUIPMEN5lO(k)  ND: K983793
ATlm:Im MYEFCS F'HCNE No : 425-672-2841
21031 67TH AVE. WEST
IXNNWXD,  WA 98036

lWRTRADEMEDICZ+L,INC!. 510(k)  I\K): K990178
Al-m: JAYWTAYLOR FH&'m : 801-569-9090
9382 SCUIH 670 WEST
SANDY, ur 84070

~EMEDIC%L,INC.
A!rm:JAYwTAYmR
9382 iXXJIH 670 WEST
SANDY, ur 84070

510(k) W: K990179
PENEND: 801-569-9090

bKRlMDEMEDICAL,INC.

ATTN:  JAYwTIulLoR
9382 z%Ci?IH  670 WEST
SmDY, UT 84070

510(k) No: K99018O

PHCNE NO : 801-569-9090

Ia3uvAGAG 510(k) No: K981679
ATIW:MARGIT  ESCHBAUMFR FGmE Iv3 : 083 419 15050
SuDmSTR.5
K?i.. D87600,

DEVICE:DRM0+hXY
SE DECISION MADE: 23-M?&1999
510(k) SObWRY  AVAILAEU FR% FDA

DlWICE:CNNIFIRIOFt764o~EL7-64O-CO
SE: DECISICN  MADE: 05-FE&1999
510(k) SUM&MY  AWUABLE  F'Rx FDA

DEWICFi:EUCI'FQ MEc?mJIcALLITHoTRIpIoR
SE DECISIGN  MADE: 14-JUL-1999
510(k) SUMtGRY  AVAUABLE FIMM  FDA

DEVI~:cO2GAS~II,~EL6-8OCM!O
SE DECISICN  MADE: 17-SE%'-1999
510(k) SUMMARY  AVAILABLE:  FEMM FDA

DEVI~:~TREATMENTSYSTm
SE DECISION MADE: 05-CX?I'-1999
510(k) STATmEm

DEVIC=WPAINFGLIEVIIGQCL,MmEL4B
SE DECISION MADE: l3-AUG1999
510(k) SATENNr

DEVICE: BUIWFREE  l/8 OZ. STERlIEPAINRELIEVI&GGEL,~ELSD
SE DECISION WE: 13-AUG1999
510(k) STAnWmr

DEVIG: BURNFWE (4"X4",  8"X8",  16"X24") ~BUFUV&~DRESSIIG

SE DECISION MADE: 13-AUG-1999
510(k) STAM

I$

DEVI~:'ICM~OCOANDTWENXI
SE DECISION  MADE: 0%FEB-1999
510(k) S'tMGRY  AVAILABLE  FRN FDA



.5!%
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NSKNTUANISHI,  INC. 510(k) No: I(991701
AD),Mm-&SIGmSu  (Sm.mAD),M?a-sIGmTu  (TWQUEHO)
ATIN:HTmuIsEKI~ FFKNE DO : 028 964 33ti
340 -. KANUMA-SHI
TWXIGI-KEN,  .

mERo.cx?x+ICAL,INC.
ATl'.N:D.EXXMI  IXMMNAN
1137D SAN ANIWIO  FaD
PALo ALTo,  ca 94303

510(k) No: K992572
FFKNENO: 650-428-1000

-cDRp.
, VERSICN  1.20
ATlN:RALm  SHUPW
7080 ClXUMEiIAGATEWAYDR.
CXLUIBIA, MD 21046-2133

510(k) No: K983115

FKNE No : 410-312-4100

NucxmmNooRp. 510(k) No: K983337
ATI'NzRALPHESHWlX FmfiE'rm : 410-312-4100
7080 -IA GREWAY  DR.
GXLJMBIA, MD 21046-2133

-03Rp. 510(k) NO: K983338
AlTNzRALPHESHUPING PKNENO: 410-312-4100
7080 COLUMBIA (iXtEMW  DR.
o=n;uMBIA,  MD 21046-2133

-CORP.
AL CT/m APPLIcT+!mR  SET,

510(k) No: K983341
FI.BxmR~AMsoNAPPLI~SE

ATTNzRAWHESHUPING PHONENO:  410-312-4100
7080 (XIUIMBIAGATENAYDR.
COLUMESIA,  MO 21046-2133

-CORP. 510(k) No: K983343
ATlNzFJALE'HESHUPINZ PI-&'No:  410-312-4100
7080UXUMBIAGAQ%AYDR.
CXWMBIA,  MO 21046-2133

NLKmrmNcoRp. 510(k) m: K990990
ATlNzWLPHESHUPIX PFDNENO: 410-312-4100
708OcmmmA GATEWAYDRIVE
CDILIMBIA,  MD 21046-2133

-03Rp. 510(k) No: K992434
ATlNzRALPHESHUPING PHONENO: 410-312-4100
7080 CXXTMXAGATENAYDR.
COLUMECIA,  MD 21046-2133

SE DMJISION  MADE: 10-AU%1999
510(k) sII4TEMENT

DFiVICE:NI'EWRFSLEEVE
SE DEiCISICN  MADE: %-SEX-1999
510(k) SUNNWf  AVAILMU FTUX  FDA

DEVICEt:TREAfIMwTcXXTNX STATICN-MI--HORCLASSIC-E

SE DFZISION  MADE: 02-AF'R-1999
510(k) SUbNARY  AVAILMLE FwlM  FDA

DEVICZ:w3ITERDAM~~ IKmD SFT, PAP?? #089.068
SE DECISION MADE: 02-m-1999
510(k) SUMU?Y  AVAIUBIE = FDA

DEVICE: F!REIBtWF'LAPAPPLICA!l?XS.El?, PAKI'IU%EFtO89.~5
SE DECISION MADE: 20-APR-1999
510(k) SUMWFU  AVAIIAEU FTXX  IiDA

SE DECISICN  MADE: 15-APR-1999
510(k) SUMMARY AVAILABLE:  FIXX  FIlA

DEVICEi:  PLATO BRAcHyTHERApHy,  NXX% V. 14.0
SE DECISICN  MADE: 02-AF'R-1999
510(k) f%HiWY  AVAZXT.B FEMM  F13A

DEVICZ:cETFTuXTWE AF'F'LI- SET, PART NUMEtER  089.066
SE DECISION MADE: 07XCl'-1999
510(k) SUMlARY  AVAIIXUZ FFaN FDA

DEVICE: ITP, MBXL 1.0
SE DECISIGN  MADE: 26-W-1999
510(k)  SUNVARY AVAILWLE F!HX FDA
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NLJtmmH,  m.
m:w.PATRIcK  MXNAN
218OooxN7wST.,  SUITE 840
wARNE.RcENrERpLAzA
WXXIIAND  HILLS, CA 91367

biumsIvE, INC.
KI'IWSTEVE  REITZLER
13221M?GUanm  a
SAN DIEGO, CA 92130

NwAsm,  IN!.
Asr.m:srEvE  REITZLER
10065OLDCWVEFuXD,SUITEA
SAN DIEGo, CA 92131

NYc.mEDAMERsHAM~ING
ATIN:  RCEINA  ROBIN=
49 PLiuN b5?lmEz
I'DRTH ATITEGO,  MA 02760

CbmsYsrEMsm.,  INC.

tiIctEEmm  mm
7575 KIMXL ST., UNIT 5
MISS1SSAuGA,~0,

m-ExcxomIB;LmucrS,INc.
YWE?G
ATIWCWGQXSRVERMFIflE
629 TENlENT  AVE.
PIroLE,  CA 94564

amARscIENcEs,  INC.
MTLENS
X'IN:RICW@DELIPPt!AN
12300 m PARKMY
SUITE 625
-,MO 20852

ocuLAR.sc-,  INC.
ACTLENS
A!i?lN:RICWWDELIPPMAN
12300 - PARKWAY
SUITE 625
FiCJWUU,MD 20852

510(k) No: K981949
F-FKNE NO : 818-887-5600

510(k) No: K990324
FFDNE NO : 619-977-1465

510(k) IW: x992782
PEKINEIKI: 858-271-7070

510(k) No: K983314
mm:508-643-0434

510(k) ND: K991195

FTKNENO: 905 677 9410

510(k) No: I(992466

PHONENO:  510-724-0384

510(k) IW: K982947

PHONENB: 301-770-9590

510(k) No: K984046

PBCNE No : 301-770-9590

DE.VICE:NUMX?X
SE DECISION MADE: 03-FEB-1999

510(k) SATEMEm

DEVICE:NUVhSrvE~~SP~~PYSYSl!EM
SE DECISION MADE: 05-OC-h1999
510(k)  m AVAIUBLE FFCM FDA

DEVICX:NUVASIVESPIN7G -PE, l4IXLS 0, 3OAND  70 DEGREFiS
SE DECISICN  MADE: 05-Wl?-1999
510(k) SUMMARY Am FIMM  FDA

DEVICE:PREXICACT CCVIWHCMEDIADELIVERYSY~
SE DECISION MADE: 19-FEB-1999
510(k) m AVAIUBLE F!IXX FDA

DEVICX:CNQXEMCBLS,cARFvENTBLs+,cAREvENT~, mm+, AND

SE DECISION MADE: 22-APR-1999
510(k) .SUMARY  AVAIMBUZ  FFCM FDA

DEXtC!E: WU-m-38 -s (FOLYMACIXJ)  mm O.ITlKTLENSFoRDAIL

SE DECXSICN  MADE: 04-CXJ-1999
510(k) SUHY?CU  Am FFCM ?!DA

DEVICX: BICMEDICS  55 (OCUFIUYX'JD)  W!!CKXNG SoFT(HYDmmIc)~

SE DECISION MADE: 29-J?&1999

510(k) SWNAFtY  AVAIUBLE FlXM  FDA

DEVICE: BICMEDICS  55 (WJFIUXND)  WEKfXKDC smT(BYDm~Ic)m

SE DEXXSICN  MADE: 21-&V&1999

510(k) SUMMAW  AVAIMBLE FIQd FDA
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oLmPIcMEDIcaLaxP. 510(k) No: K983229
A!I'IN:EDWARD(TED)BWEIIXR PHCNE  No : 206-767-3500
59OOFIRSTAVE.,SCUlH
-, PA 98108

oLYNPusmERIC&,INC. 510(k) IW: K984358
483,-587,-588,-589,-590,-591,-592,-593,-594,-595,-596,-597
ATIN: JAJRA --m FHCNEINO: 5x-844-5688
YtW3  (IBFWXE - D R .
MEL-,  NY 11042-1179

OLYMPUS AMERICA, INC.
IITIN:LAuRA  -m
TWJ - cZENIE3  DR.
MEiLvIIu, NY 11747-3157

oLYMQus?+MFxu~,INc.
Al-IN: LAlJFa  .!Iixmsm
l'W3 OORPOIUlTE  - DR.
MELVILLE, NY 11747-3157

OLYMPUS AMERIa, INC.
A!rm:rAuRAsroRMs TYLER
TW - - DR.
MEL-,  NY 11747-3157

OLYMms  AslERIc4,  INC.
ATm:LAuRA  -TYLER
!CWJ CDFRWQT CENI'ER  DR.
MEL-,  NY 11747-3157

OLXMHJS AMERIca, INC.
m: LAURA -TYLER
T'hU OoRpoRATE  - DR.
MEWILJZ,  NY 11042-1179

OLYMPUS~OFAMERICA
Am:L?URA  fSKBMS--
4NEVADADRIVE
IAm-, NY 11042

oLxmJsoPlxAL,cn
ATTN:LAuRAsIDRMs TYLER
2axxFammm
MELlmLE, NY 11747

510(k) m: K984417
PlXNENi): 5x-844-5688

510(k) No: K990237
PHCCENO: 5X-844-5688

510(k) No: K991136
PFDENO: 516-844-5688

510(k) No: K991672
EFCNENO: 516-844-5688

510(k) ND: K992086
PIXNE No : 516-844-5415

510(k) No: K984255
FwcJImm:516-844-5688

510(k) ND: K990687
PHONElW: 516-844-5688

DEVICX:OLXMPICMJXDICAL~ cimEBIaFuNCr1mmmSYSTEM
SE DECISICN MADE: 23-MAR-1999
510(k) SUbNARY  AVAILMLE FIXM FDA

DEVICEi:  tXXM!mS  DIS'l%L  ?3TA=, NXXXS  &H-462,-463,-&4,-465,-466,-

SE DECISION MADE: 17-SEP-1999
510(k) SUNWY  AMULZWiE FIMM FDA

DEVICE: BZFOLUXGRASPINGFWCEPS  BIQt
SE DECISICN  MADE: 24-FE%1999
510(k) SUbWRY  AVAIIABU FFGl EDA

DE~VICE:TRCCARSYSEW~~~DRDIRR:TOH?GSCN
SE DEcISICtV  MADE: 12-JUL-1999
510(k) ,SUMARY  AVAILAEm FfGl FDA

DEVICE: B-2-MIDINllalummI~'IIEsTSY~
SE DECISIoI\I MADE: ll-MAY-1999
510(k) STATEmW

DEVICE: oLmFusNA-1aJ-KBASPIRATIcNNmDLE
SE DECISICN  MADE: 03-NN-1999
510(k) SUbVARY  AVAILMXE FRZH  FDA

DEVICE:OLYMFUSSERUMPFOTEXNMOLTICALIBRAI~R~
SE DFCISICN  MADE: 19-AU&1999
510(k) smfmmi~

DlWICE:OLYMPUSHX-2OSEFUESLIcATINGDEVICE
SE DECISICN MADE: 12-JAN-1999
510(k) SOMGaRY  A- FFW FDA

DEVICE!: HX-5/6-l -1C CLIPPING DEVICE, ENCOSOOPIC  CLIPS
SE DECISICN MADE: 26-i%&1999
510(k) SUMWRY  AVAIIXZX FRX FDA
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oLYMJ?uswINrEFt&IBE~
ATIWLAURA  s5?mRm-m
1Fx)0XGGWECEWJ!ERDDRTvE
MEL=, NY 11747-3157

c&lEGAMEDIB;LIMTy;ING,rNC.

E&@DRI, FL 32771

OMNI mrL., INC.
A!t'IN:WILLIAMEPATIW
4916 SPRUCE HEG DR. NW
-, OH 44718

a"lNI INTL.,  INC.
IIGCLAIM
A!l?lX:WILLIAMEPATIION
4916 SPRUCZ HILL DR. NW
tz+mICN, Cm 44718

CMNI-TRACTSUFGICZiL,DIV.MINN.
m: MIHAEL  Eor?mJs
1100 NEW BRIm BLVD.
MINtWWLIS,  MN 55413-1660

c24NImER Yt!Emmmm, m.
AlITN:MARK  FzuCI
25EASTL(x>PRD.
t3lmY E?laxlK,  NY 11790-3550

m-f?mILmD)LTD.
Al'I'N: K.C. CIAXXX;
641MCO5WTRD.
TAMEONBANPRU
-, -,

m-fnnILAND)LTD.
ATTN: K-C. CXK0NG
641:155TRD.
TlaMKNw
-, -,

=-(!mAILAm)Lrn.
ATTN: K.C. CHCONG
641m5mTRD.
TAklEONB?WRU
EQY=, -,

510(k) No: K992141
FTYxmEi  No : 5x-844-5688

510(k) ND: K990055
FKNENO: 407-323-9400

510(k) No: K984064
FK@lENo: 330-305-0185

510(k) No: K984066

PHONENO: 330-305-0185

%510(k)  NO: K992583
FHCUENO: 612-623-0396

510(k) No: K990416
PIXXENO: 516-444-6499

510(k) FQ: K990695
!iKN?ZNO: 667 443 9526

510(k) No: Kg90696
FKNENO: 667 443 9526

510(k) No: x990698 DEVICEf:CNNITWCHNI~ Ex?mNAT1oNGLLyvE,mEREDpuRpLE:
FKNENO: 667 443 9526 SE DECISION MADE: 13-MU-1999

D!WICE:OLXM!XJS wcxxIm-FOR-
SE DECISION MADE: 29-SIiJ?-1999
510(k) SUWAFU  AVAILABU M FDA

DEXICE:B-4ooCEILI%~ FcxsS1TIoNER,m~B-400
SE DEXXSICN  MADE: 02--1999
510(k) .!XHdAW  AVAIUBLE = FDA

DEVICX:CWIGRIP,LATEXSUFGIC%WXE,FC%DERFREE
SE DECISION MADE: 08-JAN-1999
510(k) STWEtmW

SE DECISION FADE: 13-JAN-1999
510(k) STAW

DEVIC!E:MSS(~CR%~SP~~~)
SE DEiCISION  MADE: 29-0(51-1999
510(k) SUFNAW  AVAILABU FlXM EDA

DEVICE:CNNICYXDERBIoscTwSY~
SE DECISION MADE: 23-DE&1999
510(k) ,sUMMhW  AUUL?GIE = FDA

DEXICE:CMNT.~NITRILE JxxAMmmI(xJm,m~wHITE
SE DECISION MADE: 04-MsW-1999

510(k) STWiNEW

DEVICE:CMNIF'LEXNITRILE Ex?mIw.IoNGLmE,KmER-EmE,wHITE
SE DECISION MADE: 13-MAY-1999

510(k) m

510(k) S=
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AII'IN: K.C.' UXXNG '
641MB5mTRD.
TTAMBcwm
-, -,

--tQ-mImND)Lrn.
DWITHPRXlXNCLAIM
ATIN:  K.C. CHXG
641m5mTF?D.
TAMBONBANPRU
HATlAIr  -,

0MNI-t !rlmLmD)Lrn.
IM(1OOMI~oRm)
iYI'JX: K-C. CHXHZ
641W 5 mNWNWWITRD.
TAMEONBANPRU
HATYAI,  -,

cxaxRAaLrn.
--.
ATIN:  K.C. CHX'G
641,mmTRQJD
T24BJNEBNPFtU
HATyAI,-,

cx%mAaL'ID.
!mERazATED
A'Il??:WILLIAMEPA1ITCbJ
7815 VANDEBEiILT  DFUVE NW
NoIMl cP&?ION, CH 44720

510(k) No: K993050

E%KHENO: 330-966-8878

510(k) NO: K993419cxmxmCE!LTD.
wImPmrEINcxAIM(5oMI~mLFss)
W:WILLIAMEPATICH FHCNENO: 330-966-8878
7815 VANDERBILT  DRIVE NW
IKBEI c2AWEN,  CH 44720

510(k) No: K990701 DE!VICE:CMNIFLEX
PI-DNENO: 667 443 9526 SE DECISION MADE:

510(k) znmmmn'

510(k) I0 K990702

FFKINEXO: 667 443 9526

DlWICE:CMNIGRACELA%X Ex?mNATIcmGmvE,FcwDER-FlaE,mLyMER~

SE DECISION MADE: 04-MAY-1999

510(k) STmmEXC

510(k) Iv3: K993479

FTXXENO: 667 443 9526

DEVICFxCM@?IGFWXL?i!IEX ExzmNATI~GLcwE,mRED,wIm~IN~

SE DECISION MADE: 19-WV-1999

510(k) ssAnNWC

510(k) NO: K991845

PHCXJENO: 667 443 9526

DEVICE:PATIJiW EzmaNATIcNGuxrEs,NITRILE~m~,'IuR&uoIsE,NcN

SE DECISICN  MADE: 05-AUG1999

510(k) m

510(k) No: K991846

F%iONENo: 667 443 9526

DEVICE: PATIENT Exz!mwcIm~,NITRILE,m~,~ISE,NoNs

SE DEZISION  MADE: 05-AuE1999

510(k) m

DEVICE:CMNIGFWENT.TRIL&(;REEN, EQwItwrIoN(=LcxrE,  mER-FREE,  POL

SE DECISICN  MADE: CB-WV-1999
510(k) fnATEmW

DEVICE:CMNIGF4!fXLXI!EX FzcmJmTIcN~,mm-~;~~ocIATED

SE DECISICN  MADE: 19-iWV-1999
510(k) srp31%MENT

NITRILE~ION~,mm-~,~
05--MAY-1999
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aMNIsoNIcs  MEDIm Tl!xmamIEs
ATI'N:DEEBIE  IAMPIEXRO
14 IiQEXRM  DR
N. READING, MA 01864

cxdNIsoNIcsm1cTIl;TM;HNoLcGIEs
A!l?IN:DEBBIE  IAMPIEX!RO
7TIFFANYTlWL
Ho-, MA 01748

aMNIscNIcsMEDI~TEcHNoLIxIEs
A!ITN:DEBEZE  IAMPIEIW
7TIFFMYTRAIL
I-D-, MA 01748

OPAP, INC.
ATIN:wIlI.LLIAMT~
26037 t!XGAR PINE DR.
PIONEER, Ca 95666-0189

510(k) PR): K991377
liTKNEW: 978-664-8400

510(k) ND: K993445
PHJNENO: 508-435-9893

510(k) ND: K993628
RKNENO: 508435-9893

510(k) No: K991926
pHcNEp9i): 209-295-5562

0-c msuL!TANrs,  IIF2. 510(k) No: K990292
TmImvIREcmuPACK, M7GZNXSIFICWIONPACK,  ADNIINISN
~:JCX-lNELl.NCOLN FT-iE#ENo: 435-882-4655
65 N. PAIN, SUITE 101
PO Eox 154
xmLz,wr84Q74

oFT-mNwc aLcmsuL~, INC. 510(k) NO: K99O872
P3CTN:JCHNELINCOLH FFKNENO: 435-882-4655
65 N. M&IN, SUITE 101
PO Box 154
TtmELE,vT84074

oPHmAu"msoLuTI~s,~ 510(k) NO: K982599
ATJX:DARIAAFREWl%D F?XBENO: 770-939-9040
2179 - PARKWAY
BUILDING  5, SUITE 115
TuCKEFt,GA30O84

o - c  mm, m-c. 510(k) ND: K990O64
ATm:GEQRGE  MYERS FTXNENO: 201-727-1703
37KfYxAKcRFsmmr
UNIT 12
mm, ol?mRIo,

OPTI-c5NrRE  m 510(k) No: K983496
) ,m?r~~~~Ywrc?mocwTAcT~S,  )CLEAR&BLUEVISIBILIWT
ATIN:MAKCIN  DAISING PI-KNENO: 970-243-5490
623 GLACIER DRIVE
atAm JuNm.IQJ, 0 81503

DEVICE:CY+lNIXNICSFLEXIBLEFIBEROPTIC~PEAM)~
SE DECISICN  MADE: 12-1999
510(k) SUbNARY  AVAILABLE:  = FDA

DEVIC!E:CHNI%XVICEMxxsQlPICDEFGXXX?
SE DECISION MADE: 06-DEG1999
510(k) SUWARY  AWIIABLE = FDA

DEXLCE:CWISCXCCSUL~ CPFKXES
SE DECISICN  MADE: 15-DEG1999
510(k) SUMlN?Y  AVAXABIZ F'XH  FDA

DEVIC5:OPAP
SE DECISION MADE: l&ocT-1999
510(k) tx@mmmr

DEVICE: I/A(IRRIGWICN/ASPIRATICN)  PACK, FfXTERIORVITN%XMY PACK, AN

SE DECISICN MADE: 19-NO%1999

510(k) SUMARY  AVAILABLE:  FficlM FDA

DEVICX:SGXR?iLF'LUGS,19AND20GAUGE
SE DECISION MADE: 13-JUL-1999

510(k) SUMGRY  Am FlMM EDA

DEVICE:THEFREXSIWRING
SE DECISICN MADE: Xi-FEB-1999

510(k) SUbWiRY  AWXAEiLE J?Ft% FDA

DEVICE:DI-RHEXOPHl?%UICDIAWE%NYSYSI'E%
SE DECISION MADE: 04-AF'R-1999

510(k) 5'WGRY AVAILABLF:  Fw3M  FDA

DEVICFzRFsoLuTION45 (SF'HERICW)  ANDULXRAGEL  (TORIC)  (HIOXIFIUXNB

SE DECISICN MADE: 29-MAR-1999
510(k) .SUMARY  Am FIMM FDA

-
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OFTI-czEnmE~ 510(k) No: IQ92589
A)SOFTDAILYWEAR~~~S,(~&13W1EVISIBDLITY

PHCWFD: 970-243-5490ATYilkWm  DALSINZ
623 GLACIER DRIVE
GRAND JUNCt'ICN,  a, 81503

OPrIwAY -LcGY, INC.
Al-IN:  FRANKwLAm
3ooO K STFU%Z'  N.W.
SUITE 500
wAsHINGToN,DC20007

oE?aMED, INC.
ATrN: SHAHRIAR  GrTmmRI
13091FcND SPRINGS RD., #C-250
AUSTIN, TX 78729

0-W
ATIN:- FTZXHER
TIVOLISI'R.ll
D-79104 FREIBtJFG,

oPImPLc
ATlNz~MHOISTEIN
555 - E!TE@ET  N.W.
iaSHmxm,Dc20004

o??IwEm,  INC.
ATIN:-  -
1350 FIFTEWIH STREZT
suITE4H
l3WT LEE, NJ 07024

ORALGm  USA, INC.
m:Bm -Y
846OHIGLEJFtAST.
aJLm CITY, CA 90232

510(k) I+0 K982750
FYYICNENO: 202-672-5300

510(k) No: K990417
PHONE NO : 512-335-0000

510(k) I0 I@92473
PFDNENO: 49 741 2922600

510(k) No: x983999
FHCNEhO: 202-637-5813

510(k) No: K981725
PiXX3NO: 201-224-3688

510(k) No: K990344
!&DNElW: 310-204-7888

ORALmcs MARKETINEUND vEmRIEB5lO(k)  No: K983120
A!tTN:FLOYDG= PHCNENO: 619-792-1235
4329 GFWXN Ru
SAN DIEGO, CA 92130

ORATM: ItamwNTrms,  INC. 510(k) No: K990474
ESYSIEHANDA~
AvITN:mIIA  FGwEmAN l?-CNENo: 650-687-3475
37OOHwENCr.
Mmm PARK, CA 94025

DEVICZ:R%OLUl?IoN  5X (SF?IERICTiL)ANDULTRAGEL5X  (TDRIC)(BIOXIF=

SEDFZISIONMADE: 26-A-1999
510(k) m A- FRaM FDA

DEVICE:coRsAIRE
SE DECISION MADE: Ol-FEB-1999

510(k) m

DEVICE:DD
SE DECISION MADE: 14-APR-1999
510(k) SUbZAFZ  A- FT0f F13A

DEVICE:-
SE DECISION MADE: 12-AWZ-1999
510(k) m Am FF0l FDA

DEVICE:PANoRAMI'Z?OOO~PE
SE DECISION MADE: 03-FE&l999
510(k) %Q@QFtY  Am FRZM FDA

DEVICZ:O~FtESP= ~ToRmELNuMBERRR9700
SE DEISION  MADE: 02-FEB-1999

510(k) SmTEMmT

DEVICE:GRATG~TONGUECLEANER
SE DECISICN  MADE: 04-MAY-1999
510(k) m Am FEMM E'DA

DEVICE:BI~ICALSCREW
SE DECISICN  MADE: 29-JULr1999
510(k) SUMMAW  Am m FDA

DEVICE:- IbmmvEm1msoRA-50  s pFxmwmxmmw  SPIN

SE DECISION MADE: 17-MAY-1999
510(k) ,wMMARY  Am = FDA
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ORATEC  -as, INC.
ATrN:sHEILA  RTiMmaN
37OOH?wENCr.
MEmoPARK,  a+94025

cx?Amc  -m, INC.
TEMAND-
msHElI.A  R?JmmmN
37OOBAvENCr.
MENLoPARK,  c494025

c2%wmc  DONS, INC.
AYIlmsBEIIlA  RAMERMAN
37OOI-mvENCT.
MEsmPAFtK,  CA94025

ORATEC  ?NlmmNTIONS, INC.
A!rImsHEILA  RAMERMAN
37OOHAvmCr.
MEmoPAFx,CA94025

cx?ATEc  IIalmmmms,  INC.
TCHISEXS,ABL?WRPFXXZS
ATrN:sHErLA R7QmwAN
37OOHwENCr.
MENLoPARK,CA94025

cwATM=wrms,  INC.
ATrN:  SHIELA RAMERMAN
37OOHAvENCr.
MmLclPARK,CA94025

c)Ramc IrvlmmmIoNS, INC.
ATIN:JENNIFER  BRENIGN
37OQlswENCr.
MENWPNX,  CA94025

ORBTEK, INC.
ATlm:PW  cx.ACm
3030 bscxtm MAIN ST., SUITE 600
SALT WCE CITY, UT 84115

OFU?ITINDUSTR.l%

ATIN:- ImLTE
49 PLAIN w
~KRT.W A!rrmKm,  MA 02760

510(k) IW: K990859
PIXNENO: 650-369-9904

510(k) No: x991140

FKtWNO: 650-687-3475

510(k) No: K991190
J?EK.WElW: 650-369-9904

510(k) No: K991218
F-KNENO: 650-369-9904

510(k) NZh K992408

FFKXQZNO: 650-369-9904

510(k) IW: K993854
PFKNENO: 650-369-9904

510(k) No: K993967
PKBENO: 650-369-9904

510(k) No: K984443
FFENEND: 801-484-8777

510(k) No: Kg91319

PHONE No : 919-859-4207

DEVICE:D~!l2JC~pw3BE
SE DECISION MADE: 14-JUN-1999
510(k) ,SUWARY  A= FRX FDA

DEVICFzCRNEC mCNSnEAS--PYYS

SE DECISICN  MADE: 25-ocT-1999
510(k) SUbWiRY Am FRX FDA

DEVICE:D~~IC%LpfioBEs
SE DECISION MADE: 23-JUN-1999
510(k) SUMWtY Am FFUX FDA

DEVICX: OF!A!E%BIFOLARABLATIONPFGiES
SE DECISION MADE: 13-W-1999
510(k) SUWARY A- FRX FDA

DEVI~:E~~Y:LIGAMENTCHISELS,MI~LIGAMEN

SE DECISICN  MADE: 3O-JUL-1999
510(k) +SIM?@Y  AVMGiBIE  FRZM FDA

DEVICX:~-50S~~ SPINESYSXGlANDA~
SE DECISICN  MADE: 06-D-1999
510(k) SUM?@Y AWVL?@IE FWX FDA

DEVICE:(XAfIECSPINECRIH INTRADIscAz,~, I%iDEL 92ooo2
SE DECISION MADE: 17-D&l999
510(k) SUMWRY AVAILMLE FIEQM FDA

DEVICX:CRFH!W
SE DECISION MADE: 05-MAR-1999
510(k) SUbWiRY  AXQLABIE FRZM FDA

DEVICE:RAYC%STlNWBILIZ?iTIONSY~ HARDwAliEmwPLAST1cm

!iDEYXSICN MADE: 21-SEP-1999
510(k) SIWEMXC
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-TEKNrKAoRP.
m:m SANYAL
1OOAKzoAVfC.
DIJFWAM, NC 27712

-TEKNIKAm.
?ilTNcREBEW?iAFtIVAS
1oOAKZQAW.
DURHAM, NC 27712

-TEKNIKAcoRp.
ATlXzREBECC4AFtIVAS
1OOAKzoAVEiNUE
DURHAM, NC 27712

-TEKNIKAa)T\p.
ATIN:F@BEXXXARIVAS
1OOAKZOAvE.
DURHAM, NC 27712

-TEKNIKAOORP.
A!JJXz~ARIVAS
1OOAKzoAW.
DURHAM, NC 27712

oRfaNoNTEKNIKAo3Rp.
ATlJIzF@BECXXAFtIVAS
1OOAKZQAVE.
DURfAbf, NC 27712

oFcGAmN-ocwp.
ATMNzREBEWAAFtIVAS
loOAK7BAVEi.
DURHAM, NC 27712

-TEKNIKAcQRp.
ATIWzF%EZfXARIVAS
lOOAKZ0AVEi.
DURHAM, NC 27712

oFtawN-CORP.
ATTNzFBEBXXAARIVW
lOOAKZ0AvE.
DURHAM, NC 27712

ORGANON-w.
ATIW:FGWXAAFtIVAS
1OOAKZQAvE.
DURHAM, NC 27712

510(k) No: K983762
FmNE No : 919-620-2373

510(k) No: K983772
EWCNEPW: 919-620-2288

510(k) No: K991101
PHONE NO : 919-620-2288

510(k) IW: K9924OO
PlXmE ND : 919-620-2288

510(k) No: K992401
Pf-KBE No : 919-620-2288

510(k) No: K992432
PHONE NO : 919-620-2288

510(k) No: m92596
PI-KNE !a : 919-620-2288

510(k) I0 K992598
PIXNENO: 919-620-2288

510(k) No: K993421
PHONENO: 919-620-2288

510(k) No: K993423
FTXXl3m: 919-620-2288

DEVICE:NUCLIsENSWF'P67
SE DECISION MADE: 15-SEX'-1999
510(k) .SUWBRY  AWUL?BLE  F'RX  FDA

DEVICE:ME&iCT~UJLWREEWITB
SE DECISICN  MADE: 13-J?!&1999
510(k) tXlWARY  AWGLAEiW FFUN  FDA

DEVICBCXYG-A-M'IEMAX
SE DECISION MADE: OldUN-1999
510(k) St&NARY  AvAII31BLF:  FRX FDA

D?XVICE:WFA
SE DECISION MADE: 03-SEF'-1999
510(k) SD&WARY  AVAlMEUE  FEXX  FDA

DEVICE:E3ACT/~PF
SE DECISICN  MADE: 03-S.EF'-1999
510(k) SUMWRY Am FRX FDA

DEWICE:E!ACT/ALEEtTFN
SE DECISICG  MADE: 24-SEE'-1999
510(k) i%MmRY  AVAILABLE  FXM FDA

DEVICE: MF-WATCHS
SE DECISION MADE: 3sAtZ-1999
510(k) .SIMGRY  AVAIUBLE FwaM  FDA

DEVICF,:  'I0F-WAlXXSX
SE DW.ISICN  MADE: 30-AU&1999
510(k) SUWAFQ AVAZ?G%E FRX FDA

DEVICE:EfACT/AU-CKTSN
SE DEXZISICN  MADE: 14-DEC-1999
510(k) SUMGRY  AVMLAEXE FECM FDA

DEVICE:EWZC/ALEFUSA
SE DECISICN  MADE: 15-D-1999
510(k) .SWMGY AVAILMJX FRX FDA
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-TEKNIKAm.
ATIN:REBECCAARIVAS
1oOAKZQAW.
DURHAM, NC 27712

-sYm-mm.
01
ATIN:SUSANDGOLDSTEIN-FALK
55Nc%mm?NBLvD
SUITE200
GREAT m, NY 11021

-sYm-INC.
03, DT-201, M'-202, DT-203
ATiWSUSANDGX&"IEIN-F'ALK
55NoRlnmNBLw
SUITE 410
GREAT NECK, NY 11021

QRIFIC.EMEDIC%LAB
ATm:PN!RIKNIIssx
PaRzm- 12
ym,

ORIFICEMEXXC%AEi
ATINZPATRIC  NLnssm
BFazNml.2
y=,

ORIGINMIElXXW, INC.
ATIW:LORIEADELS
1525 O'BRIEN DR.
MENmPARK,cA94025

oIcIHoDEVEJWPMENI'CZRP.
ATIN:cI2xaL  FREASIER
106 WEST 12200 5xZUIH
DRAPER,IpT84020

OEM-IDCLINICALDIPI;NOSTICS

510(k) NO: x993576
FWONENO: 919-620-2288

510(k) No: K984497

PHXlE ND : 203-431-1511

DEVICE:E!ACT/ALEF?TMPPXCE+SS~
SE DECISION MADE: 14-DEC-1999
510(k) SUMMARY AVAILBIE  FXBI FDA

DEVICE:TENPTELiXR-INFZWED TYMPANIcTf%momm,mELsTr-200,  Tl-2

SE DECISION WE: 26-MM-1999

510(k) SLBMRY  AVAILJBX  FXM FDA

510(k) No: K992601 DEVICE:TENPTELI.ER-DIGIT%-, mm m-101, m-102, DT-1

PiWNENO: 203-431-1511 SE DECLSICN  MADE: 27-CCl!-1999

510(k) SUMQR!f  AVAIIXXE  FFXX  FDA

510(k) No: K991593
PHCNENO: 011 464 1165430

510(k) IW: K991595
PHONENO: 001 464 1165430

510(k) No: EC992353
ECiONENo: 650-470-6230

510(k) m: K990986
Pl-DNEm: 801-553-9993

510(k) No: K993068

DEVICX:CRIEiRUSH-SI'ANDARD-E3002
SE DECISION MADE: 29dJN-1999
510(k) .%mWBXC

DEiVICE:CXUE%RUSH-WIMPRX'EXXIVETIP-EiOOl
SE DECISION MADE: 29-JUN-1999
510(k) Sm!mmW.

DEiVICE:EWWTIPTWXaRPOElT
SE DECISICN  MADE: 3O-JUIr1999
510(k) SBCmBXC

DEVICE:CCNtWRSPINiZSYsI!EM
SE DECISICN  MADE: lp-ocT-1999
510(k) ,smm@mC

DEVICEi:VITFUX llt&lwmIIy;NosTIcmUcrScK~~ PACK;VITRosI
MMtmm~cpw3DucTscx-MEi~I~
AltTN:MARLENE  LsHmmN PENENO: 716-453-4041
100 INJXOCREEKDRJYE
RccmsIm,  NY 14626-5101

m%lO-CLINIC!?C.DIAG%XZ Its, INC. 510(k) No: K983674
PACX,  NI'XCCNCWIS

A!rIN:ANNE  z&A- FFENENO: 7X-453-3790
100 INOIGOCREEKDRIVE
m, NY 14626-5101

SE DECISION M&DE: 04-CCi?-1999
510(k) SLNNARY  AtWLAFLE FIXBl FDA

DEVICEi:VITROS Ib!mmD~Icmm:m~I~,NTx~

SE DECISION MADE: 29dAN-1999
510(k) SWM?iRY  AVAIXBLE FRDM  FDA
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~CALDIAGNCST ICS, INC. 510(k) &U: K983690
MTlxmm1c  PImuCrS CA 15-3 IuxAGEm  PACK
ATTN:ANW  ZAVERINIK P N O : 7X-453-3790
100 ITJDIGOCREEKDR.
,m, NY 14626-5101

OKTH%CLINI~DlTGNWT Its, INC. 510(k) IW: I883875
INbUW~IC  PFUXXX% Ca 125 II RFXHTC  PACK
ATm:ANNE  ZAVERTNIK PHONENO: 7X-453-3790
100 INDIOCPElXDR.
Fi%mS@Z,  NY 14626-5101

mB;L DIXXXTL'I~,  INC. 510(k) No: K984166
OS-llMlKO~C~ VI- B12/FQLATE  FUGGENT  P3
AlIm:ANNE z?-wmmK FIDNEND: 716453-4402
100 INDIGOCREEKDRIVE
EICXIHESTER,  NY 14626-5101

mm DIXNOSTICS,  INC. 510(k) No: K984288
A!l'INzi%RLENEA~ FKNEIKI: 7X-453-4041
100 INDIGOCREEKDR.
RccmSDm,  NY 14626-5101

m-D-ICS, INC. 510(k) No: K984289
ODIZGNXTIC~~PSAREAGENTPACX
ATIN:ANNE ZA- FWWN3: 7X-453-3790
100 INDIGOCREEKDRIVE
I@xXWlm,  NY 14626-5101

amsCUNIcaT, DIAGMWICS,  INC. 510(k) No: K984303
ATlmMARLENE  5!saamN PHONE No : 7X-453-4041
100 INDIGOCREEKDR.
m, NY 14626-5101

-CAL DITXXXTICS,  INC. 510(k) No: K984321
r- RE?GwrPACK3,ANFrzzdLIBRA_ToRs
AT!m:Alwa  ZAm Pl33JELNO: 7x-453-3790
100 INDIG0CREEKDR.
ADCZIESTER,  NY 14626-5101

ORTWXLIMCALD IArxxTICS,  Ix. 510(k) No: K990016
ATIN:ANNE z?wEmmK PHZIENO: 7X-453-3790
100 INDIOOCREEKDRIVE
W, NY 14626-5101

CRTW-CLINICALD- ICS, INC. 510(k) No: K990026
NCI)IfY;N(36TICPW=DUCTSVITAMINBl2~VERIFWS
ATIN:ANm  ZAm PW: 7X-453-3790
100 INDIGOCREEKDRIVE
RWXSIER,  NY 14626-5101

DEVlCE:VITX6 lr!mumDIAL;PJOSTIC  EJFcouCI!S CA 15-3 CALI- ,vITEIIIG  It4

SE DECISICN  MADE: 02-FEB-1999
510(k) SUGARY  AWUUEXJZ FROM FDA

DEVICE:VI!TRQS lxT4umDmIc~ CA 125 II C&I-, VIlWS

SE DECISION MADE: 14-&W-1999
510(k) SUMMARY AVULABLE FIicplI  EDA

DEVICE:VITRfX lldMuNmIpI;NosTIcmuCrSmLATE~ PACK l/2, VITR

SE DECISION MADE: 05-FEB-1999
510(k) SD+NARY  AVAIIXZX FTiDM FDA

DEiVICE:VITRfXCZQZMISTRYPRODUCl'SPHBRSLlDES
SE DECISICN  MADE: 26-.JAN-1999
510(k) .TUUEmW

DEVICEi:VIlJ&X IMMuNcoIAL;NosTIcm~PSACALI~, VImm

SE DECISION MADE: 12-N@-1999
510(k) SUMtQRY  AVAIUBIE FTMM FDA

DEVICE:VI~cHEMISTRYPRQDUCTSM?GNFXICHD~L~
SE DECISION MADE: 28--JAN-1999
510(k) W

DEVICZ:VITRos lXlUWDIIy=NosTIC  PWDXTS  VITAMIN  B12, REAGENT PACK l/2

SE DECISICN  MADE: 22-JAN-1999
510(k) SUMMhFZ  AVAILABLE  FXM ?Z)A

DEVICE:VITwx It?NmoD~IcmuCrS~ccNTwzs
SE DECISION MADE: 19-M?0!-1999
510(k) XRMARY  AWILAEXE m FDA

DEVICE:VITFXX IbM%XIlXXXTICPWDTJCTS~~VERIFIERS,VI~~

SE DECISICW  MADE: 29-JAN-1999
510(k) SUMMARY AVAIWBLE FTiaM FDA
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CW!IHXXINICaZ,D= ICS, INC. 510(k) No: K990061
ATTN:ANNE ZA- PHOEJENO: 716453-3790
100 INDIGOCREEKDR.
V, NY 14650-0882

-CAL DmCS, INC. 510(k) No: K990531
ATTN:ANla ZA- PHONENO: 716-453-3790
100 INDIGOCREEKDR.
RCGXXER,  NY 14626-5101

aaemadma  DIXNZTICS,  IMJ.  510(k) No: Km990783
IIRANGEVEEUFIEW,PSARAWEVERIFIERs

ATIN:ANNE ZA- pHcR\IENo: 7x-453-3790
100 INDIGOCREEKDR.
WXHESIIER, NY 14626-5101

OFWXMUXCALD IpI=NosTIcs,  INC. 510(k) ND: K990943
ODiXXXTICPFUXUCIS~~PACK
A!rIN:ANNE  ZA-iozmmK PI-DEW: 7x5-453-3790
100 IIQDIGQCREXKDRIVE
FxXmsmR,  NY 14626-5101

~C?&DGGNCSTICS,INC. 510(k) m: K990984
lYIm:ANNE ZAW PfDNElIW: 716-453-3790
100 INDIGOCREEKDR.
XWESTER,  NY 14626-5101

~CALsDIX%XT ICS, INC. 510(k) No: K992349
ATM:MRLENEASHLJLMN PKNIZNO: 716-453-4041
100 INDIGOCREEKDRIVE
RxmSrER,  NY 14626-5101

ORIW-CLINICXDI?GNWMC!S,INC. 510(k) IW: K992366
A!ITNz&!XUENEA~ PI-KNEW: 7x-453-4041
100 INDIGOCREEKDR.
RccmSmR,  NY 14626-5101

C?RTHXXINIWDIFY;NOST ICS, INC. 510(k) No: K994145
m?duNCD~IC~~FREET3~1~
A'I'INzMARXXGZASHOLMAN Pi-DNENO: 7X-453-4110
100 INDIGOCREEKDFXVE
IIOCHESTER,  NY 14626-5101

OIUWPAlXIICBIQXST@lS,LTD. 510(k) No: K982996
ATINzJEFFRYBSKIBA PHCNENO: 602-596-4066
1599ONGF!EEWH-BAYDENDP
SUITE100
sKtxrsDAL,E,  AZ 85260

DEVICZ:VITFUX IZMlNOD~ICPRODUCrSAFPRANGEVERIFIERS
SE DECISION MADE: 25-JAN-1999
510(k) SUMMWY AVAIWBLE FRaM  FDA

DEVICE:VITfUX -jlmmmIAL;NosTIcm~CNOOLLX;Y~
SE DECISICN MADE: 12-M?%&1999
510(k) .SUWhRY  AVAIUBLZ FRDM  FDA

DJZVICE:VITFW ~I&XwSTIc~~CA15-3~VERIF~,CA125

SE DECISION MADE: 25-MAR-1999
510(k) SUM?AW Am FFXX FDA

DEVICE:VI~ I?mumDIpQ\KxTTIc~~CEACALIBRAToRS, VImm

SE DECISICH  MADE: Ol-JUN-1999
510(k) SUMARY Am FFXM FDA

DEVICE:VIVUX lI!WNCDmICmmmRAN%E=FWS
SE DM=ISIcN  MADE: O&m-1999
510(k) SUbWARY  AVAIMBLE FlRoM EDA

DEVICZVITlXX IMUIWDIAGNC&TIC~~~~IRANGEVERIF~
SE DECISION MADE: 24-AX-1999
510(k) SDWARY  AVAZABLE Fw3M  EDA

DEVICE:VITRCX ~~ICPFXX)tJcl?S~=I=PACK
SE DECISICQ  MADE: O&ccT-1999
510(k) SUbWiRY  A- m FDA

DEVICE:VITRfX lXMJMX~ICmElxlucTsFREET3~ PACK, VITFW

SE DECISION MADE: 22-DEC-1999
510(k) SUMtGRY  AWILABLE FFUX  FDA

DEVICE:pOLYMERCBLSBANCHX/SUIURECXMEXNWICN
SE DECISION MADE: 04-MAR-1999

510(k) S'UHWRY  AVAIIXQZ m EDA
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QKII-IOPEDICDFSIGNS,  INC.
ATnI:JEFF cixxx3k
6971 1ST AVE NR!I'H
ST. B, FL4 33710

oFu.mPEDIC~~,
ATlN:CHEXYLGDYER
4717 ADAMS RcmD
P-0. mx 489
HIx!xN, TN 37343

-, L.L.C.
A!l?IN:DAVlDWSCNLERF
2OOGRiGoRYlANE
SUITE c-loo
l?~zxam HILL,  CA 94523-3389

OsBoRNm,  INC.
ATlN:GILBEKJ?PBouRKIII
14901 WEST llrn &smEm
oImrmFs,Ks  66062

cx!EoRNm,  INC.
~:GILBERiPEXXRKIII
14901wEST117lHSTFsEr
cX,ATHE,KS  66062

OSBORNV,  INC.
ATJNGILBERTP~III
149OlWEsT  117 &sTREm
oL,xnlE,KS  66062

c6m -, INC.
ATIN:GIIBE%ZTPBcuRKEIII
149OlWEsT  urn SIwEmJ
olxlHE& KS 66062

OGTWGENICSBICPIEDICAL,INC.
A!lTN:RICXARDAHAMER
64OlMEAlXMSWfZSTDR
m PxX!IH, TX 76132

-cs, INC.
AtI'IN:MIW  DEUIXH
7781 LAKEVIEW  DRIVE
BURL-, WI 53105

510(k) No: K984331
PI-KBENO: 727-343-0338

INSlO  No: K991313
I+lmE No : 423-87&7207

510(k) No: x993926
PHXEiND: 925-356-2640

510(k) NO: K990899
FFDENO: 913-390-7146

510(k) No: K991BOO
??I-DIEIW: 913-390-7146

510(k) No: K984361
PIloNE No : 913-764-5555

510(k) No: K984529
FFKNENO: 913-390-7146

510(k)  No: K984230
PHCNE KI : 817-294-3644

510(k) No: K983753
FWCNENO: 414-539-3564

DEVICE:cDIULTINN!E azMmESSIck3HIP~
SE DECISICN  MADE: 2O-J'AN-1999
510(k) SDbMFZ  Am FFUM FDA

DEVICE:AaXlREDSHOE
SE DECISICN  MADE: 23-JUh'-1999

510(k) SmTmfm?

DFXCCE:MNAXIALcloNNEcrroR
SE DECISION MADE: 17-DEf!-1999

510(k) SUMQRY  Am FHX FDA

DEVICFz HENXHEK-AlCSAME'LEQILLEZI'ICNKIT
SE DECISION MADE: 21-DEiC-1999
510(k) SUMQRY  AVAIUBLE  FFXX FDA

DEVICE:BEI0ZZKURINECO'JXZTIONKIT
SE DECISION MADE: 24-SEP-1999
510(k) !ZJMQRY  AVAIME&E  m FDA

DEVICE:0PAL-EZEORALFUJID axdLEm1cNSYm
SE DECISION MADE: 13-.JAN-1999
510(k) SUN%XY  AVAIMBLE  FIXN FDA

DEVICX:BEtXXXXSANE'LE0XXECTICNKIT
SE DECISICN MADE: 28-&w-1999
510(k) SUMMARY  AVAILAKLE  FXM FDA

DEVICE:nTM-300
SE DECISICN MADE: 04-FE%1999
510(k) SUMMARY AVAIMBLE  FXM FDA

DEVICE:STARTEMpoRAIiy tmuNDm
SE DECISION MADE: 18-NJV-1999
510(k) ,smmmfc

36-JAN-2&"
Page 269
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oE3rEDm -, INC.
m:sAM SON
11201 PEFTER  RD.
HinIT vAixE!f, MO 21031-1201

510(k) No: K984227
PHCNE No : 410-785-0700

cA!TIm- -, INC.
ATTN:  SAM sm
11201 PEPPER RD.
HWr VALLEY, MD 21031-1201

510(k) No: K99CCO3
F+DNF, NO : 410-785-0700

-03Rp.
ATTN:RIC!KABUSS
3750 REJALW RD.
ADDISCN, TX 75001-4311

WlXMXERBIOEXHA/S
ATIN:PEFt  CJVIST
HEBTXV IXVNGADE 207
-,

oL5nxNIa CmP.
?frIN:w  SHERIDAN
59 FKlr3rE  17
AiXWAE,  NJ 07401-1677

510(k) No: K990944
PHONENO: 972-241-3401

510(k) No: K990843
PHONENO: 454 494 8900

510(k) No: K98070
PHONE No : 281-825-4900

aiTlzmIcs  aYAP.
ATlmKATE  lciurml
59 FwrE 17
?iTXNWE,  NJ 07401-1677

510(k) No: K982798
PHONE No : 201-934-4386

a.iJImma axP.
ATrN:- mm
59 FtcxmE 17
I+TLENDm,  NJ 07401-1677

510(k) No: KS84375
PHONE No : 201-934-4346

ofir!xmcs  axP.
ATIN:l4mYEmx  NA-
59 lxIIuTE  17
AILENDALE, NJ 07401-1677

510(k) No: K984585
PHCNE ID : 201-934-4376

a5zTmNIcs  cmP. 510(k) No: K990158
ATm:KATE  b!+xrmN PIloNEKO: 201-825-49cxl
59 FiowrE 17
AT.UNDALE, NJ 07401-1677

-cs am.
m:KATE L!cmlmm
59 I4Im!E 17
IiLmmxE,  NJ 07401-1677

510(k) No: K990203
PHONEbD: 201-825-4900

DMCE:CMEGAIIMXNLAR'IWTALHIPSYSTEN
SE DECISICN MADE: 08-APFb1999
510(k) fXmIm@W

DEvIcE:J-SERIESCWGATWALHIPSYSTM
SE DECCISION  MADE: 24-FEB-1999
510(k) .S!wmmQ

DEVICE:CXtW%ED IWRXRALDI~~SY~
SE DECISICN  MADE: 16-JUN-1999
510(k) +SUWARY  AVAIL%LE FRX FDA

DEiVICE:SERJMCXO%LMS ONESTEPELISA
SE DECISION MADE: 09JuGl999
510(k) SUbWRY  AVAILAEW FRXl FDA

DEXICE:cGTEoNICSH?MXNEDDEVICES
SE DECISICN MADE: 23-JULr1999
510(k) cSUM&RY  AVAILN%E = FDA

DEiVICX:C6TECHICSANI'ERIOFt(ZERVI~ (xm%ESs1oNpLATmSYsrEM
SE DECISION MADE: 25&N&1999
510(k) SUMWRY  A= FRX FDA

DEXtCE:WWXICSSPIIWLSYSIW-SACRALOFFSECCNNECRXAS@b%Y
SE DECISICN  MADE: 30-m-1999
510(k) S A- FRX DA

DEVICE:CGTfXNICS+1OUNIRXARADAFWRSiLEZVE
SE DECISION MADE: 24-FEB-1999
510(k) SUMM?W  AVAILXXE FXM FDA

DEVIC'E:CRiXNICSCXN3INATICNSCXtEWRIIG/BICCXER
SE DECISICN MADE: Ol-FEB-1999
510(k) RIMMARY  A= FRX FDA

DEVICE:WI'EXXCCS PRIMARY  --FIT  PLUS HIP STEVS
SE DECISICN MADE: 18-FEB-1999
510(k) m Am FROM FDA
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-, INC.
ATm: czI3RImm
51 JAMES WAY
m, NJ 07724

510(k) No: IT391586
PIENENO: 800-537-9842

-, INC.
ATrN:JING !iT-l?a
51 JAtas WY
E?iENBN,  NJ 07724

c6TEx  INIZ.,  INC.
Al-m: N74NcY J.S. I4ALLINAK
2203 AIRKXF  WAY tSCUD.3,
SUITE400
t+iEWnE, WA 98134

c3LrExn,  INC.
A!r!a:- al5amaaJK
2001E%sT QWZOFZSDRIVE
ms, TX 76227

cYIwKAm1BJLQ3.,  LTD.
AfITN:JAMEsw~s
244OREsEARcHEwD
FfXlWUE,MD  20850

510(k) I0 K992885
PHCNENO: 732-542-2800

510(k) ND: K983457 DEWICE:QSlX0W%NJXSEXUMEIA
FiiCNENo: 206-292-8082 SE DECISION MADE: 02-FIB-1999

510(k) m: x991643
PJXNEtKl: 940-440-9530

510(k) No: K991083
Fl--ENENCJ: 301-527-4719

at'10 E%X!K WI.WPEDIC INDUSTRY, INC5lO(k) No: K991590
ATTN: Jam HENDmm PHONENO: 612-533-9464
3OcmxENIUMIANENoFcH
MlmEAKms,  MN 55441

CUR SCIEWMFIC INI!L.,  INC.
ATm:MARIo  m
5870 - DRIVE
s, CA 94588

510(k) No: K991815
ET-?DNENo: 925-227-1998

aGNDARME!DIcALLlD
A!MN:xHN RADWELZ,
FO mx 389
HIGH wYczcl!mE
HP14 3xP,

510(k) No: K991732
?GECiENO: 014 944 84250

owENMUMFORDUSA,INC. 510(k) No: K983994
ArrnJ:m SHAW PHCNENO: 770-425-5138
849PICXENSINDUSTRIALtDFWE
SUITE 14
?4iwETm,  GA30062

DEVICE:SSCS(~ sPINALc?mmmcGJSY~)
SE DECISICN  MADE: 23-JUIr1999
510(k) SUMW?Y Am = BDA

DEVIG%VERSAUXIGiEWKFIXATICNSY~
SE DEXJISICN  MADE: 19-NOV-1999
510(k) t%HARY  AVAIIWW FX-N  FDA

510(k) .SUWWY A- FRX FDA

DEVICZ: IDS4V3.2 IMXXDISPLMSYSTEN
SE DECISION MADE: 08-JUN-1999
510(k) ,SLMGBY  AVAILZBE FRX FDA

D?ZVICE:FUP~ ItmwxmAI?ATIoNAsSAY
SE DEfZISICN  M?iDE: 20-AUZ-1999
510(k) SUMWW  AVAILABLE  FRX FDA

DEVICE: C-LEG  (3C100)
SE DECISION XADE: O&JuL1999
510(k) SUW?ARY  AUAILXZZ FFUX  DA

D?WICE: EZWUBER3D
SE DECISICN  MADE: 13-AUG-1999
510(k) ixRTW%R

DEVICE:CHTRAFIXEXTEXW%FIXATCR
SE DECISION MADE: 21-MAY-1999

510(k) SuMMARy  A‘CIAILABLF:  FRaM  FDA

DEVICE:UNIFINE
SE DECISION MADE: OS-JAN-1999

510(k) SUWAEtY AVAILAHX FXM FDA



SUEWTIERADDRESSLISTlXFoRCDRHSUBSTAWIALLY~ (=) 510(K) W OR 510(K) -
J!tX FINALn DIXISICNS  RE!NDERED  DURING 'IXE PERICXI  Ol-JAN-1999 Tl-WUGH  31-D-1999 Page 272

CWENMUMEWDUSA,INC.
A!rm:- SHAW
849 PICXEWS INXJSTRIAL  DR.
SUITE 14
?4MUETm,  GA 30062-3165

510(k) IQ K993385
FKNEIW: 770-425-5138

OXKRD INSTR~  MEDIC!&  smmS5lO(k) No: K984052
ATIN:EJSMITH F%iCNENo: 410-451-0639
P.O. Em 4341
cxmXN, MD 21114

OXOID, LlD.
A!rm: ANDY BOLL-
FWDERD.
BASINGSIDKE, -,

510(k) No: K982634
J?EiCNENo: 44 125 6841144

OXOID, LTD.
ATTN: ANDY IG33r.Le
WADERD.
BAS-, -,

510(k) No: K984036
F%iCNFiNo: 012 568 41144

OXOID, LTD.
ATTN: ANDY I.xzx.L-
MDERfXD
Rc24 8PW
BAs-,-,

510(k) IW: K984513
PJDXENO: 44 125 6841144

OXOID, LTD.
m: ANDY HoI.LTde
WADERD.
BAS-, -,

510(k) NO: K984608
FKNENO: 441 256 841144

P. T. TATARm INKI- 510(k) No: K991158
L,MEDIUM,~,ExTRATRA
ATI'N:Efiply  TJOENG J?HCNENo: 626-913-1798
889SOUTHAZUSAAWNUE
rNDuSTRY,m91748

P.T. MAJA  AGUN LpL[ExINDo 510(k) No: K992752
ATIN:= TJOJGG PEOXEiW: 626-913-1798
889SCVI'HAZUSAAVENUE
INDuSTRY,CA91748

PAC%ZRT,INc. 510(k) ND: K982090
ATIN:-  MYEFE FBZQENO: 201-727-1703
377 RcJxE 17 SovIll
HAS~HEI~,NJO7604

DEVICWAURXET2(NC&FIXEONEED~~)
SE DECISION MADE: 10-W-1999

510(k) StlWARY  AVAIIXXZ FEMM  FDA

DEVICE:syNEw=yIaMSY~
SE DECISICN  MADE: 17-M?iY-1999
510(k) SATfWNC

DEVICE:DRYS~ INFM;TI(x7S~ISKIT
SE DECISION MADE: 28-JAN-1999
510(k) m

DEVI~:NETILMlCINANT~~~~~IBILI~~DISC
SE DECISICN  MADE: 13-JAN-1999
510(k) tX7QmWf

DEVICE: ~XACINANTIMICROBIALSUSCEXTIBILITYTESTDI~
SE DECISION MADE: 02-m-1999

510(k) .mVmEm

D~~:~C~~~~SU~IBILITYTESTDISC
SE DEcISICi?  MADE: 09-M&R-1999
510(k) sZXEM%C

DEVICE:LATEX ExAMnwT~~-mmm,sIzEsExTRA~,sMAz

SE DECISION MADE: 28-MY-1999
510(k) SUMMARY AVAILABW  FRckl FDA

DEVICZ: SUlXXN'S GXMZS PRE-FW&XRED,  MI=DELs  6.5, 7, 7.5, 8, 8.5
SE DECISION MADE: 05-NW-1999
510(k) SUMMARY AVGL?GIZ FXN FDA

DEVIC!E:PACEARTHaMETRAKPLUSEASI~~~SY~
SE DECISION MADE: 26-J'AN-1999
510(k) SUMMARY AVMIXXLE FRaM FDA
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PAcIFIc2mDIaLax,  INC. 510(k) No: K991381
WITH HEzTs-m HAM'S F-10 AND HSA
Arm?:-  HflLTmD
3722 AVE.  SAUSALITO
IRVINE, CA 92606

PACIFIczaNDm~, INC.
cmPIPmm,IcsIMIcmPI~,
A!ITN:GREE  r3oLumD
3722 AVE. SAUSALI'IQ
IRVINE, CA 92606

PAcIFIcHExaQASIs

ATI'h':LXURAAHXFQLK
11515 VANSTORY  DR.
m, NC 28078-8144

PHCNENO: 949-262-0411

510(k) ps3: K991388
PARTIALZONEDISSE%XICaVM
FFDIENO: 949-262-0411

510(k) No: K990046

FFKm No : ECQ-528-0494

PACIFIC HEXH'ASIS
ATIN:LARRY Kom
11515 VANS'IQRY  DR.
m, NC 28078-8144

PAcIFIcHExxmSIs
ATTNzLAURAAm
11515 VAN- DR.
m,Nc2807&8144

P~IFIcHaexASIs
ATI'NzLAURAAVXBFCUX
11515 XwmxzY  DR.
m, NC 28078-8144

PACIFIC HRQSTASIS
ATINzLAURAAWMiFDLK
11515 VANSTGRY  DR.
w,NC28078-8144

PACIFIC IMPLAm,  INC.
A!L'IN:DANlZGJMANEXLI
2000 M. STREET N.W. 7TH FLaoR
B, DC20036

PACIFIC HXVXATS AND INIXRFACXS
ATIW:Fli3YDGLARXN
4329 GIwYrxm  FmD
SAN DIEGO, CA 92130

510(k) No: K991321
PFDNENO: 412-490-8816

510(k) No: I@92130
FiXXUEiN3: 8cQ-528-0494

510(k) I'n K992278
pHcNEM3: 704-875-0494

510(k) No: I(992279
PHWZNO: 7044754494

510(k) No: K992582
PHBEIVJ: 202-261-1000

510(k) m: K98336O
PHONENO: 619-792-1235

DEVICJZ:PUREUQTICXVLowERFHASE, PUFwEPrImUPPER~,~I~

SE DECISIorJ  IYWDE: 24-SEP-1999
510(k) m

DEVICE:ASSISI'ED HAXXIAGMIcsIDPI~,DENuDINGPIpE?TEs,~~~~

SE DEXZISICG  MADE: 13-SEP-1999
510(k) m

DEVICE: PACIFIC HEX%TASIS IMMUNCD~J?ACI0RVIIIDEFIC~F!L?B@

SE DECISICN  MADE: 17-FEEi-
510(k) m AVAILXXE FfiaM FDA

DEVICEi:  PACIFIC -1s w 200
SE DMSISICN  MADE: 21-JUN-1999
510(k) SUMM?BY  AVAII&%E m FDA

DEVICE: PACIFIC -1s w 40CC!
SE DECISION MADE: 03-SEX'-1999
510(k) SUHARY  AVAZXiLE = FDA

DEVICJQHEPARIN~ PL&SM?iLEVELl
SE DECISION MADE: 26-AX-1999
510(k) S AVAILXZE FIiaM FDA

DEVICE:i%PARINCSXlXOL PLASMA-2
SE: DEXXSICN  MADE: 26-AU?-1999
510(k) m Am Fw3M FDA

DEXICE: PACIFIC IMPLANT TI- EiNmmIwICFoINT
SE DECISION MADE: 21-aZC-1999
510(k) SUb@ARY  AVAILXXE FRaM FDA

DEVICE:MAC!FQ3wRE -IvEsHEFT
SE DEXXSION  MADE: 19-M&R-1999
510(k) m AVXLXiIE FlX%l FDA
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PACIFIC RIM DENTAL, INC.
ATTN:FATHYLEppEN
173aIsHADYmNE
P.O. BOX 2147
STATELINE, NV 89449

510(k) No: X973289
PHONEID: 702-588-0555

PACIFIC SUFGICZJT, INIWIATI~S,  m&510(k)  Kx x991002
A,rrN:w  JctYlNm FFKINENO: 650402-6988
36OINDUSTRIALRD.,UNITH
SAN cl!mrLX,  CA 94070

PALADINMEDIcAL,INc. 510(k) NO: K993306
ALNAMEs),MmL4760  (TYPICALLY)
ATTN:  ELAINE DUNCAN, M.S.M.E., R74FBmE  No : 715-549-6035
P.O. Box 560
m,MN55082-0560

PALLcmP. 510(k) No: K993379
ATm:LEcmRDsBERMAN PHONENO: 516-484-5400
22OOr@zm-mNBLvD.
ErsTHrLlT.s,NYll548  *

PALLMEDICAL 510(k) No: K983735
NDFILIER~
AlTN:FGBERTADICKSTEIN FT-CNEND: 51~5400
22OOl%xmmNBouLFvAR
EmTHlLcs,NY

PAuMmIc!AL
SF1
ATIN:LEr3NmDsBERMAN
22OONcsMIERNBcI;R;FvARD
FAST HLLLS,  NY 11548-1209

510(k) No: K992361

PHCBIEM3: 516-484-5400

PAm"mMEmcALPKmcrS,INc. 510(k) No: K982980
ATm:MARcy  l4mRE PEDNENO: 919-6767166
9516 CANWR CAKS DRIVE
RALEIGH, NC 27615

PAMITEXINDUSTRIESSDNHHD 510(k) No: K991474
TEN GLOVE, (NATURAL LATEx~wITHNITRILE,ExTERNA
A'lTi'I:AzMAN  IsMAIL PIG&E m : 011 606 6313122
BATU 2 l/2, JAJml RASAH
-, N.S.,

PAbm'EXINDUSTRIESSDNBHD 510(k) NO: K991969
GLLwEswIm~m~m~&7~m~)

A!rm: SAID AwmG : 606 631 3122
BATU 2 l/2, JALAN RAs.AH
-, N.S.,

DEVIC3Z:RENU
SE DECISION MADE: 09--1999

510(k) m

DEVICE: PSI TF.TANIUMMI~LIGATI~~ICcLIP
SE DECISION MADE: ll-JUN-1999
510(k) SUMMARY AVAILAEW  FKBf FDA

DEVICE:NlXOPAD EL&cmmxI~GRcuNDINGPAD(*oRmLDUNDER~I

SE DECISICZN  MADE: 03-WV-1999
510(k) SUbWiRY Am FKBl FDA

DEVICE:PALLSUPORAEFFILTER
SE DECISICN  MADE: 16-DEC-1999
510(k) m

DEVICE:PALLDENTALFILTRATI~SYSTEM~MATR~ SSYRIKEHCUSINGA

SE DECISION MADE: 07-JAN-1999
510(k) STATBmW

SF DEZISION  MADE: 20-AK-1999
510(k) STAT@BW

DMCE:LIQWSHEER IONGPULSERUHYLA%R
SF DECISICN  MADE: O&MAR-1999
510(k) SUMMARY AVAILBLE  FIMM  FDA

DEVICE:HFALTH-PLUS,  SANITEX, RELIANCE, PRF-PGKZREDMULTI-PLYFXAMLNA

SE DECISION MADE: O--1999
510(k) ZUZfBBW

SE DFCISICN  MADE: 09-SEP-1999
510(k) STA-
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PAMI!tEXINDUSIRIJZSSDNEHD 510(k) No: K992117
ATrN:sAID AWANG Ft-XXElNo: 606 631 3122
2 l/2 MILES, JATAN RASAH
-,msEMBrLAN
DARUL KHUSUS,

PAMITEXINDUSTRIESSDNBHD 510(k) No: K992165

ATTN:sAID AMNG PHCNENO: 606 631 3122
2 l/2 MILES, 6l?uw RASAH
-,NpGERIsEMBILAN
DARULKHUSUS,

PAMITEXINDUSI'RIESSDNEHD 510(k) m: K992223

A!rIN:sAID  AWANG FXtWNO: 606 631 3122
2 l/2 MIrms, JALAN RASAH
-,NAGERIsEMBm
DARULKHUSUS,

PAMITEXINDUSTRIESSDNBHD 510(k) N3: K992299
NGKXJE
ATIN: SAID AWAW FJHCNENO: 606 631 3122
2 1/2MluS,  JAIANRASAH
-,NAc;ERIsEMBILAN
DARULKHUSUS,

PAMITECINDUSTRIESSDNEBD 510(k) No: K992364
cwEwInIETKYrEIN~~ czIzu.M  73.13 MI- 0
InIN: SAID HJANG FFIONEND: 606 631 3122
2 l/2 MIIES, JAJaJ RASAH
-,~sEMBlLAN
DARULKHUSUS,

PAMITEXINDUSlRIESSDNWD 510(k) No: K992523
INATIoNGLmE(NATuRp;L RUBEFERLATEX-NITW
ATIN: SAID zsm% PI-ENENO: 606 631 3122
2 l/2 MILES, JALAN RASAH
-,N?GERIsEMBILAN
DARULKHJSUS,

PAMITM  INDUSTRIESSDNBHD 510(k) No: K993093
ATIN: SAID xaws PHONENO: 606 631 3122
2 l/2 MILES, JALAN RASAH
sEREMBAN,msEMBm
DARUL KHUSUS,

DEVl?X:pRE-FWDEREDLATEX ExAMmAmcNGLLxlEwImoAT~mER
SE DECISICQ  MADE: 27-SEX-1999

510(k) W

D~~:~~-~S,SANITM,~~~~-~~~ICNG

SE DECISICQ  MADE: 25-AUG1999

510(k) STATEBEW

510(k) W

SE DECISICN  MADE: 23-AZ-1999

510(k) saxmm?F

DEvI~:~~-~S,sANITM,REL~~-~LATMExAMINATIoN~

SE DECISION MADE: 22-SE%'-1999

510(k) fmr@m?r

D~~:~~-~S~TM,~~pRE-~~MuLTI-pLY~MAM

SE DECISION MADE: lS-Wl?-1999

510(k) R

DEVICE: HEALTH-PLUS, SANITEX, FU%IAN@.  (5Omm)
SE DECISION MADE: 29-0X'-1999

510(k) s?ATmmQ
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PARl!GoNvIsIoNSc~
A'I'lNzWILLIMEMEYERS
947EAsT IMPATAAVE.
MESA, AZ 85204

PARAT.mxMmIaiL,INc.
A'ITN:  SUSANGMAFQJES
453 RAVENDALE  DR., SUITE B
-m, a94043

PAF4GPIMLD IpI=NosT1co3Rp.
ATTN:JmLsFADEN
11605 HImK?sTm
FuxmAIm,MD  20852

PAFu%mKSEpJTERpRISFI,  Lln
ATIN:MI~CcAMPBELL
#l-179 WEST 17Ti-l AVENWX
WMCUVER,BUITISHUZUMBIA,

PARIRESPIRmxa Km=, INC.
AIIlN:MIGUELAARHZCN
138OO~ST.  RD.
mLMHrAN,  VA 23112

PARmLL,INc.
ATlWNiLSCNJUZNDUSA
155 l5KzaITT  BLVD.
FAFmxam,  NY 11735

PARKELL,INc.
ATINzNEZSCNJGENDUSA
155 t?sa-mTr  BLVD.
FAmINGDALE,  NY 11735

PARKERMEmaLAsxc.
ATIN:JEFFFWDPARKER
109INvERNEssDRIVEFAST,
SUITEJ
ENGLE;Fxxx), 03 80112-5105

PASaLMmIaLAB
AlTN:JIWFREYRSlDEMAN
7307 B DRlvE
MINNFAmLIS,  MN 55435

510(k) ND: K993487
FFKNENO: 480-507-7606

510(k) No: K991893
FKNENO: 650-934-6969

510(k) NO: K990766
F?-lONENo: 301-881-9139

510(k) Xx K981860
PHONENO: 604 871 0040

510(k) m: K983308
PJXNENO: 804-639-7235

510(k) No: K990381
Ff-ICNENo: 516-249-1134

510(k) No: K991270
PHCCIENO: 5x%249-1134

510(k) IW: K984528 DEVICE: PARKERFLEX-TIPTRAC%ALTUBE
E)lXNENO: 513-321-X-97 SE DECISION MADE: 15-JUL-1999

510(k) No: K991562
PKNENO: 612-835-4018

DEVICE:PAR?WNLENSVIAL
SE DECISICN  MADE: 22-DE%1999
510(k) StJWARY  AVAILXQZ FRCM  FDA

DEVICE:PARALMX TRAcFRRm10PAQuEPART1~
SE DECISICN MADE: 13-m1999
510(k) .SUMWRY  AVAILWLE FXtd  FDA

DEVICJX:CXRSR - -  S Y S T E M
SE DECISICX'I MADE: 27-ALG-1999
510(k) StJWARY  AVAIL?WE FFCM  FDA

DEVIC!!.Z:APHAFNESS
SE DFCISION  MADE: 03-JUW1999
510(k) SUbNARY  AvAlLABLE  FFW FDA

DEVIUZ:RCCXX?NET,~~#~F50
SE DECISICN MADE: 04-JUN-1999
510(k) SIWMWI?

DEVICE:lUlXXND
SF, DECCSION  MADE: 17--MAY-1999
510(k) SUbWARY  AWiILMLE FRX FDA

DEVICX:SNiRTEW
SE DECISION MADE: 21-MM-1999
510(k) SWMRY  AVAIMBLE m FDA

510(k) SUbWRY  AVMIABLE FRZXl FDA

DEVJeCE:PAX%LMEDICALABMENIEIT20
SE DECISION MADE: 28-DEC-1999
510(k) SUMMARY  AWIL?QiW FEMM FDA
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pASms,INc.
ATlN:LINDAKDILlXX
12750 WEST =-SEhXND  AVENUE
wdEATRIDGEE,com33

PASmW,INc.
ATNLINDAKDILUN
12750 WEST 42ND AVE.
hHm!TRIDGE,o1)80033

PASmW,INc.
ATlN:LINDAKDILLCN
ml.2750 WEST 42ND AVE.
N-JEwRIrm,Q380033

PrnV,INc.
AlTN:LINDAKDILTXN
12750 WEST 42ND AVE.
WHEAT=,  CO80033

PASmm,INc.
ATI'N:LINDAKDlLTBN
12750 WEST 42ND AVE.
mEATmEGE,0380033

PAsm~,INc.
ATlN:LINDAKDILLON
12750W!BT42NDAW.
N-lERrRIcGE,cx)80033

PAsQ)w)3RAToRIEs,INc.
A'ITN:LINDAKDILLCN
12750 WEST 42ND AVE.
wHEATRIDc;E,0380033

PASmLABoRAToRIEs,INc.
ATTN:LINDAKDILUX
12750 WEST 42ND AVE.
wHEaTRIrm,arlm33

PAScOV,INc.
ATIN:LINDAKDILUBI
12750 WEST 42ND AVE.
viHEATRIcc;E,Q380033

PASm~,INc.
ATTN:LINDAKDLLU=GJ
12750 WEST 42ND AVE.
wHEATRIDGE,  a80033

510(k) No: K991925
EFKINENO: 803-321-9813

510(k) No: K992059
pHcNEM3: 303-423-9504

510(k) NB: K992076
PWNEiV3: 303-432-9504

510(k) No: K992077
PI-DNFINO: 303-423-9594

510(k) NO: K992108
FTDNEINO: 303-423-9504

510(k) No: K992143
PXINENO: 303-423-9504

510(k) NO: K992296
PKXENO: 800-321-9813

510(k) ND: K992297
PI-KNFINO: 303-423-9504

510(k) No: I(992420
PHXENO: 303-423-9503

510(k) No: K992507
PI-DNFINO: 800-321-9813

DFXICE:PAsoc)MICANDMIC/lDPANELS
SE DEICISICN  MADE: 26-AUG1999
510(k) .SUWARY  AVAILAEW FFUX  FDA

DEVICX:PAscoMICANDMIC/lDPANELS
SE DECISION MADE: 30-AU&1999
510(k) SUNGBY  AVAIIXXE FFXX FDA

DEVICE:PAscDMICANDMIC/lDPANEU  (CEFUWXIME)
SEi DECISION MADE: 30-AUG-1999
510(k) SUMARY  AVAILMU FRX FDA

DEXWE:PAscx)MICANDMIC/lDPMIELS  (OFLOXACIN)
SE DECISION MADE: 03-SE!&1999
510(k) SUHM?GU  AVAILXZX FRX FDA

DEVICE:PAscoMICANDMIC/IDPANELS  (CEFEPIME)
SE DEICISICN  MADE: 03-SW-1999
510(k) SUMMARY  Am FRX FDA

D~~:~IFI~ICNTDP~MICANDMTC/./IDPANELS  (CLINDANYCIN)
SE DECISION MADE: 16-BP-1999
510(k) fiXMARY  AVAIL?HZ FRM FDA

DEWICE:PAsoMICANDMIC/IDPANELS,VAWWYCIN
SE DECISICN  MADE: 21-SE%1999
510(k) SUMMARY AVAILAEU  FFXX  FDA

DEVICZ: PAscoMICANDMIC/lDPANEXS,LEW?LOXACIN
SE DECISICN  MADE: 03-,%I-1999
510(k) .SUMNU AVAIUBLE FRaM FDA

DEVICE:~IFICaTICNOFPASOOMICANDMIC/ID  PANELS
SE DECISION MADE: 27-SET-1999
510(k) SUl@ARY  AVAIUEEE FRaM FDA

DEVICE: PFsooMICANDMIC/IDPANELS,  lRNAFIBX?iCIN
SE DECISICN  MADE: O&ocT-1999
510(k) SMMAFtY  AVAIUGLE FRQM FDA
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PAsaLABoRATwIIEs,INc. 
ATTN:LINDAKDIUXN 
I.2750 WEST 42ND AVE. 
mFmFuDGE,co80033 

PAscn~,IIc. 
ATIN:LINDAKDILUXl 
12750 WEST 42ND AVE. 
w3EATRIDGE,oom33 

PJ!scoLABDRAToRIEs,m 
ATIN:LINDAKDlXlXX 
1275O.wEsT 42ND AVE. 
wHmrRIIm,cD80033 

PASaLABoRATDRIEs,Im. 
A!MN:LINDAKDILI%N 
12750 WEST 42ND AVE. 
i%HEwRIDGE,o380033 

PASmm‘INc. 
ATIW:LINDAKDILUIN 
12750 WEST 42ND AVE. 
WEATRIDGE,a,8CO33 

PASmW,INc. 
lVIN:LIMX)KD~ 
l275OWJZST42NDAVE. 
!mE?xr~,cD80033 

PAScoP,INc, 
ATITt:LINDAKDILXN 
l275OWEST42NDAW. 
wmrrRIDGE,aO80033 

PASmW,rn. 
F7sTID1OusmGANISm 
ATTN:LINDAKDILTXN 
12750 WEST 42ND AVE. 
WHEATRIDGE, 0380033 

PASmB,INc. 
ATIN:LINDAKDILLON 
12750 WEST 42ND AVE. 
wHEATRIDGE,a,80033 

510(k) No: K992546 
FWONEND: 303-423-9504 

510(k) No: K992562 
FTDENO: 303-423-9504 

510(k) ND: K992568 
FFKNEN3: 303-423-9504 

510(k) No: K992593 
FJIXNENO: 800-321-9813 

510(k) No: K992646 
PIXNENO: 303-423-9504 

510(k) IQ K992647 
FT.Km No : 303-423-9504 

510(k) No: K992717 
E%DNENo: 800-321-9813 

510(k) IW: K992726 

PHCNENO: 303-423-9504 

510(k) No: K992853 
PXHEN3: 800-321-9813 

DEVICE:PAsooMICANDMIC/IDPANELS,MWXENEM 
SE DEXZISION MADE: 12-cXT-1999 
510(k) SUMARY AWILABLE FRM FDA 

DEVICE: PAso)MICANDMIC/IDPANJZLS,CEFTRMCNE 
SE DliXXSICN MADE: 13-0X-1999 
510(k) ,SUMWtY AVAILXUX FIiaM FDA 

DEvIm: PAs<x)MICANDMIC/IDPANELs, czmYmam 
SE DEtCISI~ MADE: 14-CCT-1999 
510(k) SUMMARY AVAILMXE FEMM EDA 

DEVICE:PFsooMICANDMIC/IDPANiXS,~cDL 
SE DECISION MADE: 14-0X-1999 
510(k) SUMNtY Am = mA 

DEVIC!E:PAscDMICANDMIC/IDPANEX,PENICILLlN 
SE DECISION MADE: 19-0X-1999 
510(k) SUMGRY AVAILAEW FRX FDA 

DEVICE: PAscoMICANDMIC/IDPANELS,EFtY%RMCIN 
SE DECISION MADE: 19--Wl!-1999 
510(k) SUWARY Am FRX FDA 

DEVICE: PAS03MICAM)MIC/IDPANELS,QUINUPRIS~~ 
SE DECISICN MADE: 02-NV-1999 
510(k) fXlWARY AVAIL&HZ FRX FDA 

SE DmSIckJ MADE: 03-I'!CV-1999 
510(k) SUMMARY AVAILMU FFUX FDA 

DEVICE: PASC0MICiUDMIC/IDPANEIS,CEFDINlR 
SE DECISICN MADE: 04-NOW1999 
510(k) .SUM?BY A= FRX mA 
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PASSY-MUIR,INC. 
LEAR) JIT 
A!iXN:PA!IRICIAEPASSY 
4521 CAMPUS DR., SUITE 273 
IRVINE, CA 92612 

PATlmMEmc?clcxxKwaIoN 
ATINzMICHAELTP~ 
lOCOWSTE?MKDRIVE 
SUIm5A200 
AUSTIN, TX 78746 

PA!JxmMEDIaLax?EmATI~ 
ATIN:MICHAELTPATIW 
1OOOWFzXBAMDRIW 
SUITE 5A2m 
AUSTIN, TX 78746 

PDG~UCI'DESIGNCXXJ!?, INC. 
m:PBIL MUNDY 
9165 B ST. 
-, =, 

FDZ-EuflLPALTD. 
A!JXNzFUXEWFMiRTIN 
325CIXLEW RXD 
-, I-54 01742 

4050 D SKYRCN DR. 
-, PA 18901 

PERIMED, INC. 
ATm:JANEs HNARD 
14900 SWEITZER LANE 
LWREL, MD 20707 

PERIFHERALAVE 
ATICH 
ATIN: SUSAN l+?AEmN 
2330 CIRCADIAN WAY!C 
LiANrA RXA, CA 95407-5415 

PERL-RADSLEEPDISCXDEXIAB 
AlIrITv:m EFl?LiIs 
5315 C2RM!XL VALLEY RD. A-208 
CARMEL, CA 93923-9558 

510(k) ND: K990905 

FFCNEIW: 949-83343255 

510(k) ND: K991963 
PHONENO: 5X2-329-0469 

DEVICE:PASSY-MJIRLM+PI0FILETRAcHMxsIMMy LssEAmw VALVE FMV 2020 (C 

SE DEXXSICN MADE: ll-JUN-1999 
510(k) SITlTEMEN 

DEVICE:P~S~ 
SE DECISION MADE: Ol-SEF-1999 

510(k) SUMARY Am FEMM FDA 

510(k) No: K992324 DEVICE:FUNNELT&XX?@ 
PHONENO: 5X2-329-0469 SE D~ISICN MADE: 19-RUG1999 

510(k) m AWILAE%E FIMM FDA 

510(k) No: K990557 
FJEDWNO: 604 323 9220 

510(k) ND: K992163 
PHJNENO: 978-369-0617 

510(k) No: K990518 
EFDNENO: 215-348-0456 

510(k) NO: Kg90960 
PHONEIW: 301-206-2214 

510(k) No: K991533 

EDNENO: 707-591-7315 

DEVICE:TBE STELLAR TILT, MANUATLY OPERATED W 
SE DECISICN MADE: 22-MAR-1999 
510(k) ,%!mEmm 

DEVICE:ABCAGASISUlW'ERATIONASSS~SYSTEXS 
SE DECISICN MADE: 13-JUJ-1999 
510(k) SUbWRY Am FXM FDA 

DEVICE:~wETsET,M3DELFD403.00 
SE DMIISICN MADE: 25-MAR-1999 
510(k) SUWARY A- FFW FDA 

DENI~:pERIMEDTRANs(xlTANMwSpO2ANDpQ32~IIDR(PF5040) 
SE DECISION MADE: 23-&W-1999 
510(k) SUbMRY AVAIIH%E FfXX FDA 

SE DECISION MADE: 29-JUL-1999 
510(k) SUbNARY Am FF&X FDA 

510(k) NO: K991209 
FFk?m No : 831-626-1222 

D?WIC!E:ORAT,SLEEPDISORDERAID 
SE DECISICN MADE: 22-SEP-1999 
510(k) SUbNARY AWILABLE FIMM FDA 
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F'EFMXL A.B. 
ATIN: BEPEr PERSSON 
- vz43 101 
-, 

PERRYE?AmMEmCALoDRp. 
ATmzJAmSPLmsM 
3660 - PAFmJAY 
RIvEFtABEnm,FL33404 

PERRYE?zacmDIcAz,sERvICES 
A!rlN:b?liYNEc- 
7555 GARDEN Fall 
SUITEB 
FuvIERABEAa, FL33404 

-mucrsm. 
A!rIN:R?EEl F?z!mam 
199 GFtmmIm m. 
-, NJ 08558 

-mucrsoo. 
ATIN:RALpH pEFrRxE 
199 GRANDVIEW RD. 
-, NJ 08558 

PERU-GETAHASASSDNBBD 
c%EmED USP) 
ATIN:mB c.mN 
42100 KLANG, 
P.O. Box 188, 41720 KLJQG 
SELAWQR,DAFtULEHSAN, 

FERUL5WlAAN~RsAsSDNBBD 
ml 
ATIN:mN KaJG(Iz3ANG 
LOT 754. J7aAN BAJI SIRAT 
OFF iALiN KAPAR, KLANG 
SELAWOR,DARULEHSAN, 

PERUSAHAANGETAHASASSDNBHD 
ATIN:TANm - 
42100 KLANG, 
P.O. HOX 188, 41720 KLANG 
SELAW&DARULFHSAN, 

510(k) No: K991658 
PHCNENO: 468 929 150 

510(k) b-0: K990927 
PEICHEIW: 561-840-0395 

510(k) IW: K983648 
FHONErJo: 561-840-0395 

DEVICE: l'EFMJBIL~~1280 
SE DECISION MADE: 08-CCl?-1999 
510(k) SUMARY AVAILABW FHM FDA 

D~CE:SIGM?i34OO~PLACEHypERBARICCZGMBER 
SE DECISION MADE: 12-W-1999 
510(k) ~'mrmmm 

DEVICE:SIGMAPLUS/IIMULTIPL?iCE~CSYSTEM 
SE DECISICN MADE: 24-FEB-1999 

510(k) SUMAFUT AWILAEZZ m FDA 

510(k) No: K990536 
FT-KBlEm: 908-874-1700 

510(k) No: K991118 
FT-KNEW: 908-874-1214 

510(k) No: K984356 

ETBNENO: 603 391 1949 

DEVICE: 0-B. W 
SE DECISIGN MADE: 31-A-1999 
510(k) SUMMAFZ Am FFQl FDA 

DEVICE: 0-B. APPLICATOR TR&lKZJS, 0-B. TAMFWS 
SE DECISICN MADE: 29JUN-1999 
510(k) SUfMARY AVAIMBLE FWSM FDA 

- 

SE DECISION MADE: O&JAN-1999 

510(k) SIWEMNT 

510(k) No: I<984605 

PHONENO: 603 391 1949 

DEVICE:FWDEEt-FREENITRILEPATIIQTI' EXAmN?m~aOvE,wBITE(mcmc 

SE DECISICN MADE: 25-JAN-1999 

510(k) SRTEMWC 

510(k) No: K991511 DEVICE:lTWDEREDNITFtIIB EXAMINATICN GILWE, WHITE (NCN-ODLORED) 
PHONENO: 603 391 1949 SE DECISICN MADE: 03-JUN-1999 

510(k) SmmMm~ 
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PFIZER, INC. 
ATTN:JCHN 'IQGSaJsKI 
235 EAST 42ND ST. 
NEWYORK, NY10017 

510(k) No: K991620 
PHONENO: 212-733-6295 

510(k) No: K982938 
KSCREENPROMULTIDRIR: b5xxmmG TEST MmEL 9153 
ATm:!lTJAN FHAM 
9265 AClWITY RD., #ll2-113 
SANDIECQCA92l.26 

IcNPREDIcIm,mDEL9O31 
TxiTN:cARL ~ICNI 
9265 Acz'm RD., #1X2-113 
SANDIEXQCZi92126 

ATIN:a+RLa m1GvI 
9265 ACTMTY RD., #X&113 
SANDlXQCA92l.26 

A!!?lN:CWLAMNXOVI 
9265 ACTMTY RD., #X2-113 
SAN DIEGO, CA 92126 

ATIN:CARTmtAt%XWBJI 
9265 ACTIVITY RD., #112-113 
SAN DIEGQ CA 92126 

ATIN:CX?LA~IWI 
9265 ACTMTY RD., #112-113 
SANDIEQCA92l.26 

ATTN:C?BLAlXNXX'I 
9265 ACCMTY RD., #ll2-113 
SAN DIEGO, CA 92126 

ATIN:CARLAWtVGIOVI 
9265 ACTIVITY RD., #112-113 
SAN DIEGO, CIA 92126 

PI-ENENO: 619-635-5840 

510(k) No: K990249 

EDQENO: 619-635-5840 

510(k) m: K991095 
PHoNENO: 619-635-5840 

510(k) ND: K991641 
PHCNENO: 619-635-5840 

510(k) IW: K991824 
FJIDIENO: 619-635-5840 

510(k) No: K992217 
FFKNENO: 

510(k) pJc3: K992685 
PFDNENO: 619-635-5840 

510(k) Iw: K993141 
PHCNENO: 619-635-5840 

DEVICE:VISINEFoRcXB?TACI'S 
SE DECISION MADE: 24-,%X-1999 
510(k) SUbNARY AVAILAEU m FDA 

DEXCCE:QJICKSCBEENMFMADcNEXBEENIm 'ns'r, ~DELS 9035, 9036, QUIC 

SE DECISION MADE: 05-FE%1999 
510(k) SUbWRY AVAILAPU FWd FDA 

D~~:(xILTsTI~LH~IcNpREDIcTwI,~~9O3O, -mm 

SE DECISICN MADE: 22-NAR-1999 
510(k) Smcimmm 

DEVICE:QUICKC%RDHCGa3MB3TEsT,bfXXZL#9014 
SE DECISION MADE: 28-APR-1999 
510(k) SUbNAFZ AVAIUBLE FRaM FDA 

DJWICEi:ATHaMECCCUNE&?Hc~ TEST, IXIDEL 9170 
SE DECISION MADE: Ol-JUN-1999 
510(k) SUMM&RY AD FFUX FDA 

DEVICE: ATHaMEDRuG!tEST,bSXXCL9171 
SE DECISICN MADE: ll-JUN-1999 
510(k) SUbWiRY AWILABLE FRZN FDA 

DEVICXC: ATHaMEDRw:TEsT,b%XXL9175 
SE DECISION MADE: 13-JOL-1999 
510(k) SO&WARY AWIL?CUZ FEm3 FllA 

DEVICF,:QUICWCREENWBKPLACEDRuG~ TEST, mEL 9147 2% 
SE DECISION MADE: 06-CCT-1999 
510(k) SUMMARY AWUUET.E m FDA 

DEVICE:ATIXHEQJICKCUPPREQGWY TEST, l"mEL 9015 
SE DECISICN MADE: 08-W-1999 
510(k) ,SUNGRY AVULAFXE FFCN FDA 
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ATIN:CARLAbfXGIOVI 
9265 ACI'MT!t RD., #112-113 
SANDIEC?&CA92126 

ATIN:CARLAtXNGIOVI 
9265 PicTMTY RD., #112-113 
SANDIZQ CA92126 

A!lTN:CbRLA&C#ZXWI 
9265 AcrIvITY RD., #Xi?-113 
SAND-, CA92126 

ATTN:CWLAlCNGIOVI 
9265 ACTMTY RD., #1X2-113 
SAND-, CA92126 

ATIN:~AHNGIWI 
9265 ACTIVITY RD., #ll.2-113 
SAN DIEGO, CA 92126 

ATINtCARLA~ICWI 
9265 lhcXTWE RD., #1X?-113 
SANDIEGO, CA92126 

ATIN:C!ARLAHZNGICWI 
9265 ACTMTY RD., #112-113 
SAN DIEX;O, CA 92126 

ATIN:C%RLANNGIOVI 
9265 ACTIVITY RD., #112-113 
SAN DIFG0, CA 92126 

PHAFWACIA&UPJOHNo3. 
, F209, F210, F214, F216, F235, 
A!I'IN:K?BENEb!ATIS 
5094 ST. ANDRENSDRIVIZ 
-, OH 43082 

510(k) No: K993165 
PKNENO: 858-635-5840 

510(k) No: Km994093 
PFKNEIKI: 858-635-5840 

510(k) No: K994219 
PHCNENO: 619-635-5840 

510(k) No: K994220 
PHXENO: 619-635-5840 

510(k) No: K994233 
FTKNENO: 858-635-5840 

510(k) IW: K994234 
FFWENO: 858-635-5840 

510(k) No: Kg94236 
PKBENO: 858-635-5840 

510(k) No: K994237 
PFDNEND: 858-635-5840 

510(k) IW: K991O48 
F237, F242, F255, F259, ~2 

FWNEN3: 614-794-3324 

DEVICE:@JIC%CREEN PRO NLTI DRUG SCREEN, WEL 9177 & 9178 
SE DECISION MADE: 2O-tXT-1999 
510(k) .SUWWY AVAIIXZE FfXN FDA 

DEVICE: AT WXK DRUG TEST, XlXL 9145-25C; WDEL 9177-2X 
SE DECISICN MADE: 16-DEC-1999 
510(k) SUMNARY AVAILUUZ FTMM J!DA 

DEVICE: ATHNEDRUGTEST, bQXL9073 
SE DECISION MADE: 30-DEC-1999 
510(k) SUbNARY AVAIUBLE FXBf FDA 

DEVIcE:AT~DRuGTEST,&XXXL9078 
SE DECISION MADE: 30-D-1999 
510(k) SUbNARY AVAIUBLE m DA 

DJWICE:ATXNF,DRuGTfZST,haXL9068 
SE DECISION MADE: 30-DEC-1999 
510(k) .YXWGRY AVAILAEU JZXX FDA 

DEVICE:ATHBEDRLGTEsT,h%ZDEL9083 
SE DECISION MADE: 30-DE!C-1999 
510(k) SWWARY Am FHX FDA 

D?WIC'E:ATHNEDRuGTESr,ImDEL9133 
SE DECISICN MADE: 3O-DJi!C-1999 
510(k) = AVAILXXE FFUX FDA 

DEVICX:ATHfXEDRuGTEST,~EL9063 
SE DECISION MADE: 3O-DEC-1999 
510(k) SulvplAfiy AVAILWLE FFUX l!DA 

DEVICE:~lXNJICW, l+CfXIS E7, F93, F94, F95, F203, F2O4, 

SE DECISICN MADE: 14-M&Y-1999 
510(k) ,SUWNZ AVAILAEW = FDA 

F208 
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PHAWAC~&UPJCHNo3. 
AlTN:KARENEt!ATIS 
5094 ST. ANDREWSDFWE 
W, a43082 

510(k) ND: K991945 
FWNENO: 614-794-3324 

PfGRMACIA&UPJ~cO. 
ATR?:KARENEMRTIS 
5094ST.ANDRENSDRIVE 
w, m43082 

510(k) No: K993108 
FWNENO: 614-734-3324 

-~&-cx). 
ATlN:KARENEMiVIS 
5094S!c.ANDREwSDFmE 
-, OH43082 

510(k) No: K993109 
PHCNENO: 614-794-3324 

FHMWCIA&UPJ~oO. 510(k) NO: K993388 
F55, F56, F57, F58, F59, F60, F61, F205, F213, F218, F 

i!LlN:mEM?WS PHONENO: 614-794-3324 
5094ST.ANDFGWSDRIVE 
m, OH43082 

FTWWACIAsCUPJ~(3D. 
A!lTN:~EM?WS 
5094ST.ANDREWSDRIVE 
m,Gi-I43082 

510(k) No: K993589 
FKINJZNO: 614-794-3324 

FHAzx SYSTEMS, INC. 
A!ITN:LEwIswwARD 
4655 KIRKWXD CURT 
FCNLDER, 03 80301 

510(k) No: K992129 
FXNENO: 303-530-3279 

PHILIPS mIcaz sym r@Xn-I =10(k) No: K984545 
5ooo,I3M2coO)SY~ 
ATm:P. ALmAN PENEND: 203-926-7031 
710 BRE@KRT AVENUE 
P.0. EDX 860 
SHELm,cr06484-0917 

PHILIPS MEDICAL sYm Pa?lW AMmWO(k) No: K990329 
ATm:F?5mm ALMAN PKNENO: 203-926-7031 
710 BRIM;EpDHT AVENUE 
p.0. mx 860 
SHFcLm,Cr06484-0917 

PHILIPS mIc?&, SYm NofiTH AMERSlO(k) NO: K990335 
All?IN:pETERALm PI-KNENO: 203-926-7031 
710 ERIEQXW AVENUE 
P.0. BOX 860 
slELm,cT06484-0917 

DEVICE:FHARMACIACWSYS'I'EMIGEFETA,XfXL 10-9395-01 
SE DECISICN MADE: 2-1999 
510(k) .sUMARY AWiWBLE FIicpl FDA 

DEVI~:VARELISAFWKMBIANASCREENEIA,~ELSl28 48/128 96 
SE DECISICN MADE: 12-W-1999 
510(k) SUMMAEZ AVAILXWZ FEMM FDA 

DEVICE:VARELISAREocplBIANApEEDF~ 
SE DJXISICGJ MADE: 12-NW-1999 
510(k) i%Wl?GU AVAIMBLE FRX FDA 

DEVICE:ATdXRXN V MZXXC5, 05, C73, E201, E213, F50, F51,F54 

SE DECISICN MADE: Ol-D-1999 
510(k) SuMmFtY AVAILmU FRZM FDA 

DEVIC'E:VAFtELISAFNPAIVTIEODIEs 
SE DFZISICN MADE: 26-NOV-1999 
510(k) SUMMARY AWIL?BLE FRX FDA 

DEVICX: PHAZXVLD-100 
SE DEXXSION MADE: 17-SEl-1999 
510(k) txzxmmm 

DEVICE:FXLE?XX2OFPHILIPS INTEGRIS SERIES (v5oo0, BEam, H5oo0, BH 

SE DECISION MADE: 25-FE%1999 

510(k) ,TUWARY AVAIUBLE FRN EDA 

DEVICE: PHILIPSEASYVISICNWXKST4TION 
SE DECISION MADE: 07-DEG1999 

510(k) SUMGRY AmILAEiU FFxX FDA 

DEVICE: PHILIPSE?GSYVISIoNWRKSTATI~: 
SE! DECISION MADE: 09-SEX'-1999 

510(k) SOWARY Am FfiaM FDA 
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PHILIPS MEDICAZ, SYS!MTS IWFtlFI AWR510(k) I0 K991278 
A!ITNzFRANKGl7WELLI PFKJNFINO: 203-926-7729 
710 - AVENUE 
P.O. BOX 860 
SHELm, CT 06484-0197 

PHILIPS MEDICAL SYm WFtIH AMEFUO(k) No: K991765 
A!rrN:pETER AL= FTDNENO: 203-926-7674 
710 - AVENUE 
P-0. BOX 860 
SBELm,cr06484-0197 

EWILIPS MfCm?AL SYm MRlT-I AMER5lO(k) m: K992533 
ATIN:PETlxR AL- PHCNENO: 203-926-7031 
710 BRIcGEpoIir AVE. 
SHELMN, CT 064.84 

PHILIPS mIc?iL SYm m AtmR510~k~ IW: K993227 
A!.iTN:PETER ATAm 
710 B AVE. 
ETAELKG, cr 06484 

PHILIPSMEDIcRLSY~,INc. 
A!MNz??RANKGIANEfLGI 
710 BRIDGEpoIir AWNUE 
P-0. B3X 860 
SBELm, CC 06484-4708 

FmLIPSMEDIcmSY~,m. 
ATrN:pEEcER AILmAN 
710 B AVENUE 
P.O. BOX 860 
f5HELm, CC 06484-4708 

PHILIPSMEDIc?&SY~,INc. 
A!TsTWFRANKGIANEZLI 
710 B AVENUE 
SHELTON, a! 06484-4708 

EWENIXBIoMEDICT&o3Rp. 
ATIN:- SMITH 
2495 GENERAL ARMSDAD AVE. 
NoRRIm, PA19403 

PHZNIXBICMEDICALODRP. 
AsrIm:- SMIm 
2495 GENERAL m AVE. 
NoRRIm, PA19403 

FTGE’NO : 203-926-7031 

510(k) No: K981480 
=IW: 203-926-7729 

DEVICE:PHILIPSIIWJFUSDIC?ZMRMXXUlER 
SE DECISICN MADE: 21-DEC-1999 
510(k) m Am FIMM FDA 

DEvICE:PHILIPSEASYGUIDE 
SE DECISION MADE: 28-&W-1999 

510(k) .SUMWY AVAILABU F‘FCM FDA 

510(k) No: K990423 D?ZVICF,:PHlLIJ?SNIcDLClZLIMRTORF7WILY 
PHONENO: 203-92G7031 SE DECISION MADE: 15-MAR-1999 

510(k) .SUbNRf AVAILABLE: FF0f FDA 

510(k) No: Kg90455 
FWONENO: 203-926-7729 

510(k) Im: K990256 
PHONEID: 610-539-9300 

510(k) No: K991429 
FKNENO: 610-539-9300 

DEVICE:FHILIPSERSYVISICNlC4CLLY wzmcsmTIoNLM;s OFTICN 
SE DECISICN MADE: 12-MAY-1999 
510(k) SUMMARY AVAILTJE FRaM FDA 

DJWIC.Z:CRXWF&D.SHUNT 
SE DECISION MADE: Ol-m-1999 
510(k) t%mmmEm 

DEVICE:DIAMJiDIIVALW 
SE DECISION MADE: 19-MAY-1999 
510(k) s"mmmm 

DEWICE: FFIILIPS TMJSC%NAV-MT 
SE DECISICN MADE: 13-H&Y-1999 

510(k) SUMMARY Am FEMM FDA 

DEvICE:~SHCUlDEEtcDIL 
SE DECISION MADE: 02-AUG-1999 

510(k) SUbNARY AVAILABL = E'DA 

DEVICEi: FHILIPSGyw3scAN IlIbmRA ("1 
SE DECISION MADE: 18xct'-1999 
510(k) SUbNARY Am FFCH FDA 
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sm. 
ATIN:PAULAm 
5 FDRBESRD. 
-, MA 02173 

FwsI~o3Rp. 
mS?zRRILFcnxx 
11811 WILLCWS RD., N.E. 
REDEND, PA 98073 

FBYs1mm. 
LLckwx/mToR SYm 
ATIN:BoB ZITD 
11811 WILImS IID N-E., P-0. 
Box 97006 
FEDKND, W?i 98073-9706 

PILmRbsuIGICAL 
m:F?PB J!RITm 
PO BDX 8141 
LA JOLZS, C?i 92038 

pHysI~LcoRp. 
ATl!N:MICHAELDWILLING-lAM 
11811 WIIUWS F0Ml N.E. 
P-0. BLlX 97006 
REEKND, WA 98073-9706 

FFETRCN--G;MBH 
ATIN:-SRIESS 
INDu- I.2 
D-82194 

PILmRSuRxfa+L 
ATI'N:ROB FRITZENKMTER 
PD Box 8141 
LA JOLW, CA 92038 

PILmRczxJRxCAL 
ATI'N:WB J.?RITm 
Fo EOX 8141 
LA JOIL&, Ca 92038 

PnLmSuRxCAL 
ATIN: ROB FRIT- 
PO BOX 8141 
LA JOI.& CA 92038 

510(k) I0 K992577 
PHCNENO: 781-861-2069 

510(k) I0 K983393 
FYdCNEiNO: 425-867-4332 

510(k) No: K990338 

FKNEN3: 206-867-4444 

SE DECISION MADE: 23+%%1999 ' ~~-' 
510(k) SUFMFtY AD FfMM FDA 

DEVICE:LIE'EPAK5oOBIPHASIC 
SE DECISIa MADE: 05-MAY-1999 
510(k) SUWW?Y AVULABLE FEMM FDA 

DEVICE:NIBPANDo32OPTICNS~TFIEPHYSI~ LIFEPAK12 DEFIBRI 

SE DECISICN MADE: Ol-SEF-1999 

510(k) t%W.WY AVAILmLE FRCM FDA 

510(k) In K991910 DEVICE: LIFEPAK 12 BIPHASIC 
PEBENO: 425-867-4000 SE DECISICN MADE: 03-SE%1999 

510(k) SUWAFtY Am FTiQM FDA 

510(k) No: K993188 
MXNENO: 

D?ZVICE:~PERl 
SE DECISION MADE: 2B-S.EE-1999 

510(k) SUMMARY AWIL?@LE = FDA 

510(k) No: K991970 
PHCNENO: 619-295-6511 

DEVIC!Z:SCWEhSESHEiETS&scAREAsEGEL 
SE DECISIa MADE: 25a-1999 
510(k) SUMARY AVAIIAFW ??RM FDA 

510(k) No: K992239 
PHXENO: 619-295-6511 

510(k) No: K99224O 
PHONENO: 619-295-6511 

510(k) No: Kg92242 
PHCNENO: 619-295-6511 

DEVIC'E:PILUGC%INIMPLAW 
SE DFCISION MADE: 22-NW-1999 
510(k) SUIWARY AVAIMBM FRZM FDA 

DEVIC&PILLAFtMALAFtIMPIANT 
SE DECISICN MADE: 22-W-1999 
510(k) SUbWRY AVAIIMLE FFUM FDA 

DEVICE:PILLARNUAL,IXRSALaUJMELU ANDNAsALDoRsuM- 
SE DECISION MADE: 22-W-1999 
510(k) SUMAFtY AWULABIE FRm FDA 
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ATIN: CHRIS TIN- 
1101 lILImIS 
NEtIDESBA, KS 66757 

PILTiIIGwmKSrJmImL 
ATm:ELI~ L&WAR0 
420 DELNhRE DR. 
FtXT -, PA 19034 

PILLmswEuzSuFGIcAL 
ATIN:ELIB LAZARO 
420 DB DR. 
FD?T -, PA 19034 

PILLIrGwEm,INc. 
ATINzJULlEABEWMXT 
1WIXKDRIVE 
RESEARWTRIAWIXPARK, NC27709 

PIcNEm~,INc. 
m:BuRNs SEVERSCN 
375 RIVER PARK CIRcz 
MIhqEnE, MI 498554627 

PIoNEm~,INc. 
A!rIN:BuRNs - 
375 RIVER PARK CIRcm 
MmgEm?E, MI 49855-0627 

PIcmmEt~,INc. 
ATTN:BuRNs - 
375 RIVER PARK cIRcLlE 
MAFQETE, MI 49855-0627 

PIoNEm~,sNc. 
ATJlJ:BuRNs SEVERSCN 
375 RIVER PARK CIRCLE 
laR@mTE, MI 49855-0627 

PIcNDm~, INC. 
ATm:AmI-I- 
375 RIVER PARK CIRcm 
MARQuEITE, MI 49855-0627 

PIPERMmIc%LPRxxKTS 
ATIW:S?!MUEL DAVIDPIPER,PE 
4007&sEAFmTBLvD. 
WEST ,?A-, a 95691 

510(k) No: K983808 
PHONENO: 316-325-2629 

510(k) No: K990561 
mN3: 800-523-6507 

510(k) No: K990935 
PIBNENO: 800-523-6507 

510(k) No: K990547 
PKNENO: 603-532-7706 

510(k) No: K990322 
FW3lENO: 906-226-9909 

510(k) No: Kg90804 
FWNENO: 906-226-9909 

510(k) No: K992616 
PHONENO: 906-226-9909 

510(k) IW: K992617 
FBXJEIW: 906-226-9909 

510(k) No: Kg93286 
FTDNENO: 906-2269909 

510(k) ND: K990384 
PKNENO: 9X-375-0112 

DEVICE: ZIPPY 
SE DM=ISIcN WE: 14-0X-1999 
510(k) S'mmmm 

DEVIC'E:OFTICALtFCRCEPS 
SE DECISION MADE: 14-&!AY-1999 
510(k) SD&WARY AD FRX FI3A 

DEVICE:JACKXNESOHXX?!LDIL?iTOR 
SE DECISION M&DE: 17-MY-1999 
510(k) SUMWiRY AVAILWIE FICM FDA 

DEVICE:PILL~WWKSUFGICALYsTENTFCXCEPS 
SE DECISICN MADE: 27-APR-1999 
510(k) ,SUMWRY AVAIIXW Ff0.l EDA 

DEVICE:PEXtRYHW%ALN7+IL 
SE DECISICN MADE: Ol-APR-1999 
510(k) SUWARY AVAIWBLE m FDA 

DEWICE:SViYFUSE 
SE DECISION MADE: 29-APR-1999 
510(k) S'LIWWU Am FF0f FDA 

DEVICE: SDB -SYSTEM 
SE DECISICN MADE: 27-0X-1999 
510(k) ,WWAF?Y An m FDA 

DEVICE:HEXB 
SE DECISION MADE: 27acT-1999 
510(k) SUMWRY AVAIUBLE FRCM FDA 

DEVIcE:PICNEERSILI~STERNALcABLF: 
SE DECISION MADE: 23-NW-1999 
510(k) ,?WWARY Am FFCN FDA 

DEVICE:EZFLfX?CCNTINUYJSNEBULIZER,M.XEL1OO5 
SE DECISICN MADE: 26-APR-1999 
510(k) S!UQWGW 
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PIPEFtMEmc7aPFaxKTS 
AVIVN:W DAVIDPIPER 
4007 SEAporir BLVD. 
WEST a!iA-, CA 95691 

510(k) No: K993558 DEVICE:EZFLCkJMAX,MXXL1007 
FKNENO: 916-375-0112 SE DEICISICN MADE: 12-W-1999 

510(k) STATEmW 

510(k) NO: K984013 DEVIC'E:pLANMMalNlTACMsITsTIcN 
PI-KXENO: 358 975 905500 SE DECISICN MADE: 26-JAN-1999 

510(k) ,smTmmr 

PLANMED OY 
A!rl.NtEicBPIENKama 
362, BALM CZOUFC 
IKOD DALE, IL 60191 

510(k) NO: K991826 D?WICE:WWMEDX%HlEANDS@HIECLASSIC 
pIg3NEm: 630-595-7077 SE DMJISION MADE: lo-AU%1999 

510(k) STATEmm 

PLEASURE LATEX F'RIDUCI'S SDN. E?HO. 510(k) NO: K982380 DEVICE: "SUFW 
ATIN:-AH KAU !?IXNSNO: 603 874 078487078B DECISION MADE: 26-FEE?-1999 
UYJ? 1365, 17'E-l MILES, JAL?U 
t!3umAIsE!MB~ 510(k) S!mTBmW 
JERAM, -, 

PLuscxaxmD1CS 
ATIN:H?RIMm Lcm 
3550 GENERAL mcs CT. 
BLDG. 15-100 
SAN DIEGO, CA 92121-1194 

510(k) No: K982859 DEVICX:UC-PTmUSXILVl'ICNUNICXNWLARKNEESYSTEiM 
Pi-DNElNo: 619-455-2403 SE! DEXXSION MADE: 3W1999 

510(k) SUMMWf AVAIIMLE FRX FDA 

PLuscxmxEmcs 
ATIN:- LaH 
3550 GENEPAL A7IwIcs cr. 
SAN DIE@& C?i 92121-1194 

510(k) No: K990261 DEiVICE:PLUSGWQ4ICHEADPRXX%SB(ALWINAANOZIRNNIA) 
PHONENO: 619-455-2403 SE DEfXSIcN MADE: 27-AUG-1999 

510(k) SUMMARY AWGLAEiW FHM EDA 

PLuscxaHxEmCS 
A!I.TN:- Lcm 
3550 GENERAL A!!xxccs CT. 
SAN DIM;O, CA 92121-1194 

510(k) No: K990309 DEWICE:PLUSFRACTUREHEADPF0STHBIS 
F5XNEm: 619-455-2400 SE DECISICN MADE: 15-MAFb1999 

510(k) m AWGMEiLE FMBl FDA 

PLusoR!Imm1CS 
ATrN:- Lax 
3550 GENEFG AYlmlIcs cr. 
m. 15-100 
SAN DIFGO, CA 92121-1194 

510(k) No: K992153 DEVICE:PE-EUJSACEXWJLWCUP 
PHCNENO: 619-455-2400 SE DECISION MADE: 23-SEP-1999 

510(k) SU?NM! AVAXH?LE m FDA 

RIYGAX L.L.C. 
ATTN:MICT%ELJPAUER 
17ALPHJs ST. 
POXKXSCN, VA 23662 

510(k) No: K99W5 
FT-DIEFD: 757-868-9865 

DEVICE:EBFWLMP,W0~Bc1 
SE DECISION MADE: 24-MG-1999 
510(k) .smcmmc 
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EWNTE SCmIFIC, IX?. 
ATI'NzWILLI?!MFWATi~ 
1025 JOHN A. PAF'ALAS DR. 
LIMXX.NPARK,MI 48146 

510(k) No: K992002 
PEENEIW: 313-383-7220 

KXINTE SCIEWIFIC, INC. 510(k) No: K993590 
ATINzWILLIAMFiW-sTEX%JR. PT!DNENO: 313-383-7220 
1025 JOBN A. PAPALAS DR. 
LINaxNPARK,m 48146 

-, INC. 510(k) m: K983OCO 
AlTN:JE!RRYw~ PHONENO: 310-577-1422 
4054WAvE. 
MARINA DEL REY, CA 90292-5608 

POLYMERTECHPJOLM;YDIV. wILmNIW5lO(k) No: K983836 
ATIN: DEBRA L.B. KEXHUM FJXIENO: 7X-33&8638 
14OONOKIHGfXlDMWSTREET 
m, NY 14692 

FoLYmR THXWUGY SYSTEW, INC. 510(k) No: K981865 
ATlN:MAFco ENRIW PHCNENO: 317-870-5610 
7736 ZICWVILLE IiaAD 
INDmUS, IN 46268 

FQyMER TEMNOLOGY SYm, INC. 510(k) No: K983860 
A!rm:MmxJ ENRIW PHONENO: 317-870-5610 
7736 ZICNSVIUE EMAD 
INDIAtmmLIs, IN 46268 

FOLK TECHNCOCLX=Y SIsTEMs, INC. 510(k) No: K990247 
ArMN:MIcGo ENRIm PKNENO: 317-870-5610 
7736 ZICNSVIUE IMAD 
INDUNAEOLIS, IN 46268 

FOLY~R THxmmx SYSTms, INC. 510(k) NO: K990688 
ATm:MARm ENRIm F%NE NO : 317-870-5610 
7736 ZIa%%ILTX ROAD 
mDIANAFoLIS, IN 46268 

FcNME!DLlD. 510(k) No: K984492 
ATTNzJEFFREYRSCHlDEMhN PHIBEND: 612-835-4018 
7307 GLLWCHESTER DRIVE 
EDIN?+, MN 55435 

ms MEDIA CORP. 
ATIN: FCC-EUEMMICXSCHL 
1350 BAMmm RD. 
ST. PAUL, MN 55110 

510(k) No: K982385 
FKNEIW: 612-653-2COO 

DEVIc3E:ALXHDL~~LREXXtVSEX' 
SE DECISION MADE: 05-AX-1999 
510(k) ,%wmlmC 

DEVIC!E:FRWIWAMNiREWJWT S.El!,C%IBRATCR,ANDCXNlXOLSET 
SE DEXXSION MADE: 21-DE1999 
510(k) ,smImmT 

DEVICE:CUCWWUICWTuBE 
SE DFCISIa MADE: 27-XT-1999 
510(k) s%lMMMY AVAILXXE m FDA 

DEVICX:RIGlDGAS Plmmmx~mssowFTIcN 
SE DECISICN MADE: ll-FEB-1999 
510(k) SUMQRY AWULAFiU FtEVX J?DA 

DEVICE:MIMBIWCANNER KTESTS'IRIPS 
SE DEXXSICN MADE: 26-FEB-1999 
510(k) S'mcmmr 

DEVICE:NIMBIQ%XNNER KTESTSTRIPS, CAT # -610 
SE DMJISICN MADE: 27-D-1999 
510(k) SINWENT 

DEiVICE:MIMBIWCAIWR BDL, mm # -450, BSA460, EsA470 
SE DE'XSICN MADE: 28-&W!-1999 
510(k) ,SmTmEm 

DEVICE:MlMBIQSCNWER CTESTSTRIPS 
SE DECISION MADE: 24-JUN-1999 
510(k) SIN!WNc 

DEVICE:TIGRANHIP~IS 
SE DEtCISION MADE: 15-MAR-1999 
510(k) SUMMARY A- m FDA 

DEVICE: lXXV.XJS MEDIA DPB20 SERIFS DISFWAEiLE m-BYPASS FILTER 
SE DECISION MADE: Ol-FE%1999 
510(k) STATEMmT 
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poIious MEDIA axP. 
ATIN:ROZ+UaEMMICKSCZ 
1350 H?!EmND RD. 
s-r. PAUL, MN 55110 

510(k) No: K990276 
l?lDNENO: 651-653-2ooO 

FaS1sMED1aL,INC. 510(k) No: K984182 
L 31452 
AT!CNzTDUCBYJKAPPERS PI-E&END: 612-780-4555 
9055 EVEEEEN BLVD., N.W. 
MmNEAEaIS, MN 55433-8003 

KxS1sMm1c7iL,INC. 510(k) No: K984183 
A!ITNzTIE931HyJKAPF'ERS PHONENO: 612-780-4555 
9055 EVERXZN BLVD., N.W. 
-s, MN 55433-8003 

FoSTMEDIaL,Irc. 
ATIN:DAVlDRTHEAD 
P.O. Box 29863 
ATLTANI!A, GA 30359 

510(k) No: K990371 
FEWINO: 770-928-4100 

PRECISION BIOLOGIC 
X 1.0 ML), FDPKlO/25 (25 X l.OML) 

510(k) r\R3: K990296 

ATIN: SANDY l.%xRIscN p?xxm No : 902 468 6422 
900WIrmaLLRD.,SuITE100 
DAFEKWM, N.S., 

JZRECISICN BIOLCGIC 510(k) m: K990579 
x 1.0 ML) 

AlrIm: SANDY l%xRIscN PHXlENO: 902 468 6422 
900WmDMILLRD.,SuITE100 
Dm, N-S., 

PREiCISIoN BIOLCGIC 510(k) ND: K990580 
ATIN: SANDY I,-ERRIscN ET-DNENO: 902 468 6422 
900WmDMILLRD.,SuITF‘100 
-, N.S., 

PRECISION BIOLCGIC 510(k) No: K990814 
5 
m: SANDY ?4zlRRIsoN PHZNENO: 902 468 6422 
900WINmILLF?D.,SuITE100 
DAEMXBX, N.S., 

PFGZISICN BIOLCGICALS, INC. 510(k) No: K981173 
AND FDPll-15 (1.5ML) 
A!rm: SANDY l.LmRIsoN PTKXUENO: 902 468 6422 
9cn-RD., SUITE loo 
m, N.S., 

DE~VICEZ~SMFDIADPB~OSEUESDISF(~~ABLE PREi-BYPASSFILTER 
SE DECISICN MADE: Ol-tX!T-1999 
510(k) STAT&mm 

DEVICE:PERMA-PASSVRSCULAR GRAFT, 6s GRAFl',l4XEL 31453, 6T GRAFT,mE 

SE DECISION MADE: Ol-FE%1999 
510(k) m AVAIUIGZ m FDA 

DEVIC'E:PERM&PASSVGUJLAR GRAFT, 5T GRAET,McDEL 31451 
SE DECISION MADE: Ol-FE&1999 
510(k) SUMMARY AVAIUGLE FTiaM FDA 

DEVICE:D~ICNEEDLEDIS~,~EL#Pb!SM- 950 
SE DECISION MADE: 21-APR-1999 
510(k) slmmm?T 

DEvICEi:CRY~ PHGGLLIKREINDEFIC~PLAISMA, mEL FDPKlO/lO (10 

SE DECISICN MADE: 18--IGR-1999 
510(k) m 

DEVICE: CRY- .U C%lF?ZK, mEZ.S CHQ5-10 (25 Xl.0 ML,), CHKi30-10 (80 

SE DECISION MADE: 23-JUL-1999 
510(k) m 

DEVICE:CRYOZHECKL?iSURE,~ELSUR25-10 
SE DECISION MADE: 28JuG1999 
510(k) S!mTEmm 

DmCE: CRYOCHEfZKm2 DEFICIENl?PLASMA,MmZS FDpO2-10, FDFO2-1 

SE DECISION MADE: 07-JUN-1999 
510(k) SU+fARY Am FF0f FDA 

DEVICE:CRYOBIw(FACI0RXIDEFICIENTPLAS&& mELI FDPll-10 (l.cm) 

SE DECISICN MADE: 13-JAN-1999 
510(k) SUb%%RY AVAILABLE FRckl FDA 
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PRECISION BIOUXX?iIS, INC. 
AND FDPl2-15 (1.5ML) 
ATIN: SANDY &5KBRIm 
900WmDMILLRD.,SuI!rE100 
-, N.S., 

PRECISICN BIOICGICXS, INC. 
m: SANDY l"mRIsoN 
9coWINDMIuRD.,SuITE1OO 
DARIMXTH, N.S., 

PFtEKXSIoNDYIG!MICS (XX@. 
ATIN:- SNYGYK 
1388ODELSURST. 
SAN FEFamao, cl 91340-3490 

PREXXSICN tlImwm! INIL., INC. 
ATIN:PAUL SUMMER 
3155 - PKWY. N.W. 
IvxcmSS,GA30071 

PREms1oN lvL!xmm SYm, 
ATIN:JCHN RAGAZZO 
36OvIAKARAwAY 
SALT LAKE CITY, KC 84108 

PREMIERDESIGNS 
ATm:c!InIs BERREmx 
4834 w. JAqJELYN 
SUITE 101 
FRESNO, CA 93722 

PRElaERL?sERsY~ 
ATI'NtBEXHAHXERTS 
#3 - 
IRVINE, CA 92618 

FF?EMERLAsERsY~ 
Z1TIN:BETHAFrXEEUS 
3I.fxcm 
IRVINE, CA 92718 

510(k) No: K981174 

ECNENO: 902 468 6422 

510(k) No: K982062 
PHCNENO: 902 468 6422 

510(k) No: K990737 
F?XNENo: 8X3-897-1111 

510(k) No: JX992864 
-NO: 770-303-9725 

INC. 510(k) No: K990823 
PJSNENO: 801-585-7069 

510(k) ND: K990383 
PHONENO: 461 830 0690 

510(k) No: K993298 
PHCNENO: 559-277-3525 

510(k) r(93: K992374 
PHNENO: 317-585-8160 

510(k) No: K992620 
PHCNENO: 317-585-8160 

DEVICEi:CRYOCHECKl?ACIORXIIDEFICIENTpLAsMA MmEL FDP12-10 (l.OML) 

SE DEKXSICN MADE: 13-JAN-1999 
510(k) SUM?iRY AVAILABU FFU.M FDA 

DEVICE:CRYO-CHFKXPNPPLATEUQ LYSATE, Mm% PNP-10 
SE DECISION MADE: 13-JAN-1999 
510(k) SUbMARY AVAIUBLE FKH FDA 

DEXICE: 'muMBILIma3RDm #3500 
SE DEcISIa MADE: 06-APR-1999 
510(k) SUMlARY Am FKM FDA 

DEVICEi: F%NDEX-R.AN3-D 
SE DECISION MADE: 09-SEP-1999 
510(k) SUMAFtY AVAILABLG FKH FDA 

DEVICE: PVS14OOGUIDEWIREi 
SE DEKXSION MADE: 23-JUL-1999 
510(k) SUMARY AVAILX?U FMX FDA 

DEVICE: ApDLu35, AEQLT-010 
SE DFXXCSICN MADE: 05-M&'-1999 
510(k) SIATmmC 

DEVICE:EZCHAIR 
SE DMJISICN MADE: 16-NCV-1999 

510(k) STAwm%m 

DEVICE:AuEicwAHL 
SE DECISICW MADE: 22-SEP-1999 
510(k) SnVEmKC 

DEvICE:BLUIAZE 
SE DECISICN MADE: 20-AUG1999 
510(k) STmmmI? 
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PREMIERLAsERsYm 510(k) No: K993285 DEVICE:::SL 
A'MNzBEX-lARXERIS FHXENO: 317-585-8160 SE DECISICN MADE: 18-WV-1999 
3NsGAN 510(k) .Tmm@NC 
-, ca 92718 

PRIMUS OXP. 
A!ITN:JIHMlEKNOFFSINGEEt 
P-0. Box 22599 
KANSASCITY,m64113 

510(k) No: K992921 DEVICE:PFUMUSLIQlID azNmLm~/AT-CLFvELImLEvELII 
PHONENO: 816-523-7491 SE DECISION MADE: 12-X&T-1999 

510(k) +SUMWRY AVAILABWE FFXN FDA 

pRIMus 03R.P. 
ATIN:JIM mm 
7235 - 
KANSAS CI!lY, m 64114 

510(k) m: TX994045 D~~:~SLIQuJD~IBRAToR~~/~C~lANDLFvEL2 
PHoNEm: 816-523-7491 SE DECISION MADE: 21-DE&1999 

510(k) fmxImEm 

EJRIMus-ZERCO., INC. 510(k) NO: K991575 DEVICE:PFUMJSSTWWSIEFULIZERS 
ATlN:JEFF FXED IFENENO: 402-344-4200 SE DECISION MADE: 03-DE%1999 
117 swJl3-I 25M SC. 510(k) SUMQRY AVAXXiLE FRX FDA 
CPIIAHA, NE 68131 

PRlMXBXBICMEDITFJXCGH?. 510(k) No: K990786 
C/PCP/BZ0/EW/MID/lU+/ANP, BIOSIGN IXWO, BICSIGN MbX/OPI/ 

DEVICX: ACXXSIGN m 10, ACUISIGN Doh 10 PANEL, AUJSIGN MET/OPI/CX/'IW 

ATIN: JEm KING FBXENO: 800-726-2670 SE DECISICN MADE: 26-MAR-1999 
4242 U.S. RT. 1 510(k) ,?mxmmw 
- JrJNcrIm, NJ 08852-1905 

~BIC&lEDITEcHUXP. 510(k) No: K991018 DEVICX: AQXISIGNBAR, BIOSIGNBAR, STATUSBAR 
ATIN: JEm I#lE FT-DlENO: 800-726-2670 SE DMJISICN MADE: 15-AFT-1999 
4242 U.S. ROWE 1 
P-0. Em 7139 510(k) ,tXWmmT 
m JUmrIav, NJ 08852-1905 

PFUXEXNBIaMEDITEXXCDRP. 
Cw (B~/E?JQ-d-), BZO/BAR/PB 

510(k) No: K991076 DEVICE:AOXTSIGNIXiQ,Wi3(BZO/BAR/PCP), BZO/mFCF', BIOSIGNlXX3,D 

ATTN:JEm KAtG PHCNENO: 800-726-2670 SE DECISION MADE: 15-m-1999 
4242 U.S. m 1 
P.O. Box 7139 510(k) m 
m JuNcrIm, NJ 08852-1905 

~BICNEDITlXHC0FtP. 510(k) No: K991078 
oSIGNXZ8, 'IW/OPI/~/AMP/BZO/EM,hCA/PAP, S!I!ATUSDSDo8 

DEVICE:ACCUSIGND~A~,~PANEL,THC/OPI/~/~/BZO/BAR/TCA/PCP, BI 

AYITN: JEm KAIE FKNENO: 800-726-2670 SE DECISION MADE: 15-m-1999 
4242 U.S. FuYX!E 1 
P.O. mx 7139 510(k) ssxummr 
t.aaamI JUNmIoN, NJ 08852-1905 



. ^ ^ _ . _ _. _ _.._ ~. . -.....-. 

SUEMI!~TERADDF~ESSLI~TINGTXRCXWHSUBSIWTIALLLXEQWMWNC tW 510(K) - CR 510(K) - 06-JAN-2cm 
FtX FINAZ, DECISIONS RENXRED DURING ?zIE PERICXI Ol-JAN-1999 THROUGH 31-DEtC-1999 Paqs 293 

~BICMZDITEXXCSXP. 510(k) No: K991079 
ATIN:m K?aG PmiE’m : 800-72~2670 
4242 U.S. FGUTE 1 
P.O. BOX 7139 
-JUNCMON, MOB852-1905 

~BICMEWTXXa39iP. 510(k) NJ: K991080 
ATm:.JEm K?mz PKNEID: 803-726-2670 
4242 U.S. F+XI'E 1 
P-0. Em 7139 
m JUNCrIoN, NJ 08852-1905 

PFUXEXNBICMEDITEXXCXRF'. 510(k) No: K991OB2 
BAR/BZQ, SYVA RAPIDTEST D.A.U. 2 BAR/BzO 
A!rIN:m KAN PHONENO: 800-726-2670 
4242 U.S. RCUl!!Z 1 
P.O. mx 7139 
I4zfwmm JuNCrIoN, NJ 08352-1905 

PNNCEIWBIOMEDI~03RP. 
/m 

510(k) I0 K991084 

ATm:.JEm KAIE FKNENO: 800-726-2670 
4242 U.S. F0lJ'IE 1 
P.O. Box 7139 
b.f3wmm JuNCrIoN, NJ 08352-1905 

PRINWIWBIC&lEDITEcH(13Rp. 510(k) m: K99l.299 
TEsT,LI~IGNMI~~/~~~,LIFEsIGN~~/~~I 
ATm:JEm KAW FBNEBD: 732-274-loo0 
4242 U.S. Kl?. 1 
l4Ixwmm JUNCTION, NJ 08852-1905 

~BICMEDITECH~. 510(k) IW: K991751 
A!rIN:JEm IGW -NO: 803-726-2670 
4242 U.S. FtTRT. 1 
m JuNCrIoN, NJ 08852-1905 

PFUNEIWBIaMED~ODRP. 510(k) No: K992068 
ATm:JEm KAW PENEM): 800-726-2670 
4242 U.S. FXXIE 1 
P.O. Box 7139 
l.nacmB JTJIEMCN, NJ 08852-1905 

PMNCEIWBICMEDI~CORP. 510(k) IW: K992422 
/OPI2ooo; zT?ImTJs DS ax/TFw0P12000 
ATIN:m K74NG EKNENO: 800-726-2670 
4242 U.S. KC. 1 
I4zxmmm JUNCITICN, NJ 08852-1905 

DEVICX:I)dXUSIGNBZO, BIOSIGNBZO, STATUSBZO 
SE DFZISION MADE: 15-APR-1999 

510(k) ,YmmfEW 

DEVICE: ACJJSIGNNID, BIOSIQVMID 
SE DECISION FADE: 15-APR-1999 

510(k) .sTAFmm 

DEXICE: AfXUSIGNlXW,JXX,FW/BZO, BIaSIGNtXX2, E!AR/BzO, STATUSDS 

SE DECISION MADE: 15-APR-1999 

510(k) sI*ATEMENT 

DEVICE: ACCUSIGN~, m, BAR/BZO/MID, BIOSIGNIXM, BIOSIGNBAR/Bzc 

SE DECISICN MADE: 15-APFG1999 

510(k) ,smlmmm 

SF, DECISION MADE: 2%M?Z-1999 
510(k) ,!nNmmm 

DEVICE: .!XCATUScuP~SIGNCUP 
SE DEYZISICXI MADE: lS-JUN-1999 
510(k) m 

D?NICE: STATUSS!lXK, ACXUSIGNSTIK 
SE DECISICN MADE: 06-JUL1999 

510(k) SIT= 

SE DECISION MADE: lo-AUG1999 
510(k) tXNXMEW 
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-0DRp. 
OUXY- 
ATm:JcsEPHcGRIFFIN,111 
CXOPERRUNEXEUJI'IWPARK 
575 RT. 73 NCRIFI, BEG. D 
w!zsrBEE&IN,NJ08091 

pwxi41Hm. 
ExsExxmmaYs1oL(xyBr?HETER 
ATIN:JaEmcGRIFFIN,111 
GXPERRUNEXEWTIVEiPARK 
575 RT. 73 IKR.EI, BLLXS. D 
wFsrBERLIN,NJ08091 

mm 
ATIN:FaNLnLmLcKmE 
23 WELISEWITZ RD. 
RlNXXS, NJ 08551 

FTKMEX, INC. 
ATlNtJoSEPHLmRK 
3062 HuDscN ST. 
FRANKLIN, IN 46131 

PFoPPERMEG.o3.,INc. 
ATlN:JCHNDDYCKWW 
36-04SKILTMWAvE. 
La% ISLAND CITY, NY 11101 

PFosmmIcsoFTmSm. 
ATIN:- I-x3- 
2890 EXBIHTEI~CNST. 
ENLEWXI, 03 80110 

510(k) m: K984150 

PHONENO: 609-753-8533 

510(k) Wz K991001 

FKNETNO: 609-753-8533 

510(k) m: K983713 
FfW3JEN3: 609-466-0510 

510(k) No: K993435 
FFDENO: 317-736-0128 

510(k) No: K991276 
PFDNENO: 7X-392-6650 

510(k) No: K992950 
PFDNENO: 303-7894933 

IJRrnmzm1zm G&m3 & CD. 510(k) IW: K992818 D?WIC!E:Ol?TIMAX/CtXPACT2 
ATIN: FFKNENO: SE DEXXSICN MADE: Ol-SEX-1999 
71720 - 510(k) SUbNARY AVAILABU m FDA 
I 

-, INC. 510(k) No: K983547 
A!rIN:mRRY BLaTI PHCWNO: 561-241-0400 
6421 acbJGREss AVENUE, #102 
EmAR7ilm, FL 33487 

DEVIC!E:PROlWHlUJS 
SE DECISION MADE: OI-JAN-1999 
510(k) SmTmEMT 

ET.BERL!mN- 510(k) No: K992177 
ARGE 
ATIN:TmY JAP PHONENO: 626-913-1798 
JLN.RAYAMEDAN~UPRAPAT 
KM +230 DESA DAMULI 
KEC.LABUBANBATU-N.-, 

DEVICE:NITRIIE EixmmAT1CNm-PRE-rnrn,SMW,MEDIUM,ANDL 

SE DECISIGJ MADE: 29-JUL-1999 

510(k) ,SUtMWY AVAILX%E F?XH FDA 

DEVICE:pIiacaTH ELEcrEoPHYsIouxy~, EpMEDSY~~~sI 

SE DECISICN MADE: 22-FEB-1999 

510(k) mATENEW 

DlZVICX:MXIFIC%TICNOFPRWATH ELEcrmFH!GIoLaY~, EPMfIDsYa 

SE DECISICN MADE: 15-JUL-1999 

510(k) S'mEmmc 

DEVICE:~IMEDMIcw3INJM=TIoNPIPFXTES 
SE DECISICN MADE: 08-.mN-1999 
510(k) fiUWARY AVAIUBLE FMX FDA 

DEVICZ:MANUALBCNEMAFX%7BIOPSYDEVICE 
SE DECISION MADE: 06-D-1999 
510(k) SUM&WY AVAILABLE: F?UX FDA 

DEVICE: PASS/FAILCHALUGEPACK 
SE DECISICN MADE: 12-JUL-1999 
510(k) StJW.WY AWILABLE FFXX FDA 

DEVICE:CfJS!ItXM PRXTfWTIC(BEFILCCNA)SOFTLlWS 
SE DECISION MADE: 18-NOW1999 
510(k) SLIMNU! AWULABIE m FDA 

__- .---.. ___ 
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PT.lRAMADlNMIK7iLA!!TEX 510(k) NO: K984449 
TIcNGuxrEswITH~IN LmEmINGm 
ATIN:ANIL TANEJA FTXXEID: 62 061 515834 
JL. KAETENPA!tTIMuRAhn 23/ 
235 MEDAN 21053 
-IA, 

PuL&mETICSY~,INc. 
ATINzlXXJGLMFDEVRIES 
930 S. MT. VEFWX AVE. 
sc?urIElOO 
Q3L?Tx, CA 92324 

510(k) No: K984056 
PHONENO: 909-783-2280 

PuLPDm Q-AIP. 
ATm:-LJBERK 
80 cl?mAND ST. 
-, MA 02471-0780 

510(k) No: K993683 
FTBN!ZNo: 617-926-6666 

puRILms, INC. 
ATIWRICHARDELIPPMAN 
12300 mINBRXX PARKWAY 
SUITE 625 
FWKVDLE,MD 20852 

510(k) No: K991965 
FTYKNEND: 301-770-9590 

mm BENNETT-. 510(k) No: K993071 
MPENsATIm, K!, 0pT1oN,mEL 840 
ATIWDELTCN WEST FKNENO: 760-603-5300 
22OOFARADAYAVE. 
c7mSEiW,CA92008 

PURITAN BENNFITCORP. 
A!rrN:Fl?mY KEAVENEY 
22OOFARADAYAVFNJEi 
ST. cmR.mS,m63304 

510(k) No: Kg93088 
FT-ICNENO: 314-498-3365 

FTJRITAN lsENmIT(JoRp. 510(k) No: K993220 
ATlN:TDNy KEAVENEY FKNENO: 314-498-3365 
3MISScuRI RlZSGRW PARK DR. 
st'.(IImUES,m 63304-5685 

QJALISYSD iTGmSTIcS, INC. 510(k) No: K990234 
ATrN:GRAcE IalAN PXNENO: 949-788-0633 
16TFCHmLCGYDFUVE 
sm!t'E 118 
IRVINE, Cl 92618 

DEXICE:NATURALRLJEBERPRE-~~CXXXXED&FIAVBREDPATIlWl'EXBMINA 

SE DEXXSI~ MADE: 19-MXG1999 

510(k) SZBWHWT 

DEVICE:LTVlCOO 
SE DECISION MADE: 12-APR-1999 

510(k) SUMMARY AWUL?GXE FFXN FDA 

DEVICE:PULPDENTUNGDUO 
SE DECISICN M?iDE: 13-DE%1999 
510(k) SW&WRY AVAIIAEW FFUN FDA 

DEVICE:PURILENSSYS!BZMFoR CLEANIXANDDISINFE!CTlNG03NI11CTSES 
SE DECISION MADE: Ol-(X!T1999 

510(k) SUbWRY AVAIUBLE F&CM FDA 

DEVICE:PURITAN-RENWtT ~~sY~wImm/-luE3Eoc: 

SE DECISION MADE: 24-NOW1999 
510(k) SUbMARY AWCUXXE FFCM FDA 

DEVICE:PURITAN-EGGNEXT AERIS 590 OXYQN ~WITf-ICXX 
SE DEjcISICN MADE: OS-OCT-1999 
510(k) SUtMiRY AWQLABLE FRCM FDA 

DEVIcE:F'URI!CAN-BENNETTHEtLI(xjFfXTMLE LIQJIDOxYGm SYm 
SE DECISION MADE: 22-CCT-1999 
510(k) CXMMARY AVAILAPU FfEaM FDA 

DEVICE:QUALISYS FSAB 
SE DECISICN MADE: 08-JUL-1999 

510(k) StMtGRY AVAILWLE FFCM FDA 
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~ITYL2lTEXo3Rp. SDNEHD 510(k) ND: K993271 
Nl!L?GBLINGCLAIMOF170MIcXGRAM~~ 
ATIN: SHARFSIE WAN FTXNENO: 605 527 7228 
x3-20, JALAN Klixm 2, 

06-z@&2OOfl 
Page 296 

SE DECISION MADE: 02-DEC.-1999 

510(k) tZmmBIW JEL?wGANGLIGHT INDrJS!r.EsTmE 
=, =, 

QtlAmsEL!rD. 
ATIN: R. -mm 
3RImRVImmsINEssPARK 
FRIcmlmm 
PEflTH, SoJmAND, 

@AmASELrn. 
A!lTN:R.SZWAKt! a#lPRELL 
3RlxEwImBuSINESSPARK 
FRIzmoNRcAD 
J=Km -1 

NoT(THRID(=E, CA 91325 

!itEF%LT*- 
9418iX?UNE AVE 
IKZmmmX, CA 91325 

CyANrm axP. 
ATl'N:EVYKJ(3HNSON 
2005M?WWTANEiE7XBEG.'D. 
REM=NDo BEACH, Cl 90278-1205 

NXI'H MIAMI, FL 33181 

QUEST INrL., INC. 
~RCBEF?AUXI' 
1938 N.E. 148TH TERR. 
NXtH MIAMI, FL 33181 

510(k) No: K984463 DEVICE:QJAWCXEF%IE/GALXTWNI@GASSAY 
PKINENO: 440 173 8444102 SE DECISION MADE: 16-FEEb1999 

510(k) m 

510(k) IW: K990644 
FFDlENO: 440 173 8444102 

DEiVICX:QJAWCWE'Io1i42,G?WCIWE~ASSW 
SE DECISICN MADE: 21-JUN-1999 

510(k) SIXImmT 

510(k) No: K990654 
FHONENO: 440 173 8444102 

DEVIC'E:QWWASE'IOIXcGALA~ SGXENDGASSAY500TESTKIT 
SE DECISICBJ I%DE: 21-JUN-1999 

510(k) STATBBW 

510(k) m: K984433 
PHONENO: 8X3-709-5646 

510(k) No: IWO258 
FHIIENO: 8X3-709-5646 

510(k) No: K993723 
FTDNENO: 310-536-ooo6 

510(k) No: K982485 
FKNENO: 305-948-8788 

510(k) No: K990410 
PHONENO: 305-948-8788 

DEVICE:QJANEiXCK~ASSAY 
SE DECISICN MADE: Ol-NW-1999 
510(k) StBMRY AVAIUW.E FFCM FDA 

DEVICEi:QJAME4X'XXALEWCGASSAY 
SE DECISICN MADE: 21-DEC-1999 
510(k) SUbMARY AWJLAEUI FFCBi FDA 

DEVICE:CWDIASUREtCZRDIACM7iRKEWCCCiTWL 
SE DECISION MADE: 23-NW-1999 
510(k) SUbMARY AVAILXUZ FRfX FDA 

DEiVICE:%WQJFSTWIGM 
SE DECISICN MADE: 13-.JAN-1999 
510(k) SlTiTEMEw 

DEiVICWsERp4uEsTEBVC?iIGG 
SE DECISION MADE: 28-CZC-1999 
510(k) SupiplARy AvAILTlBLE FItaM FDA 
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RADIMfxDIcALSYSTENSAB 

AlITN:m - 
Pm 10 
UP==% 

510(k) No: K983471 

PI-DNENO: 461 816 loo0 

R7mIMEmcnLSYSrEMSAB 
ATrN:MATs GF!AmmD 
Pm 10 
-, 

510(k) No:, K983506 
PHONENO: 461 816 1000 

RADIAmY,LTD. 
ATIN:-SKAHAN 
555 13TH t5iTREm NW 
~,Dc2ooo4 

510(k) NO: K992482 
PI-DIENO: 202-637-5794 

RADIATION lalnmm& DEVICFS, m&510(k) No: K983768 
ATIN: PAUL S'IOF'PEL PHONENO: 617-929-1167 
44 HuNr ST. 
m, MA 02472-4699 

RADIATIcNoNxLcGY~ SYSI!ml5lO(k) No: x984241 
ATIN:- NEBLEIT PHCNENO: 760-929-1811 
619OaxiTEDELCEDFiO 
m?LsBAD,CA92CO9 

RADI~AMERIcA,INc. 
A!LTN:lcriNa SIGMUND 
810 - DR. 
WESTLAKE, OH 44145-1598 

510(k) No: K982928 
PHCNENO: 440-871-89cG 

RADxwErER=cA,INc. 
Airm:vINcE SIGMJND 
810 SHARON DR. 
WESLWE, OH 44145-1598 

510(k) No: K991417 
PKNENO: 800-736-0600 

RADIONICS SOFIWARF: APPLICATICNS, 1510(k) W: K990326 
ATIN:KEVINJO'XNNELL PIXNENO: 8-66-6814 
22 TERRYAVE. 
BIJRLIIWION, MA 0X303-0658 

RADIcNIcs,mc. 510(k) No: K980903 
WI'IXEZ-UXT 

ATIN: MICHAELAARWLD, PH.D FHBENO: 781-272-1233 
22 TERRYAVE. 
mrbmm, MA 01803 

D?3VU2E: ~PaX@RESSICNARCH,FWXTOPPUMP,FEEilDSXlPBILATENGA 

SE DECISICN MADE: 23-FEB-1999 
510(k) SWMARY AVAILABLE: FEMM FDA 

DEVICE:~sENsoR,MXXL#12OO1 
SE DECISICGJ MADE: 03-FEB-1999 
510(k) SUbNARY AVAIIXXE FFUX EDA 

DEVICE:DELIGHCIIHAlRREMNAL SY- ('E-E "DELIGHT SYSTW') 
SE DIXISICN MADE: 27-DEC.-1999 
510(k) ,%&MARY AVAILAWX FFCN FDA 

DEVICE:Iuy=DIFI~TION~GAMM?iGUIDANCX SYSTEM 
SE DECISICN MADE: 023uG1999 
510(k) .‘XM%RY AVAIIMLE FRaM FDA 

DEVICE:w3csULTRXEEO 
SE DECISION MADE: G!+AY-1999 
510(k) SUMARY Am = FDA 

DEVIC.'E:NF'I7SEfUESPH/EUCDGASAND~SY~ 
SE DECISION MADE: 06-JAN-1999 
510(k) STATMWT 

DEVICE: ABL 735ANALYzER 
SE DECISION MADE: 24-NOV-1999 
510(k) SUbNAFU AWILABIE FRX FDA 

DEVICE:OpTIC7&TRACUXG SYSTmMixmSmPEm~II,mELuTS~I 
SE DECISICN MADE: 04-MAR-1999 
510(k) SUMWRY AD FXM FDA 

SE DECISION MADE: 19-APR-1999 
510(k) SUMMARY AVAILXXE FFXN FDA 
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RADICNICS. INC. 
ATIWJE&REYRMANNICN 
22 WAVE. 
w, MAO1803 

RADIcNIcs,INC. 
A!Im:N?lNcYc~ 
22 TERRYAVE. 
EsuRLINGn=N,MA01803 

RADIcNICS,INC. 
A!rINELIsA MImm1 
22 =AvE. 
BURL-, MA 01803 

RADIcNIcs,INC. 
Afrm:NANcY MAaxNxD 
22 -AVE. 
EmTmzmN,MA01803 

RADIcNICS,INC. 
ATTN:K!ZVINJO'ocNNEL;L 
22 TEBRYAVE. 
EmLmGlm,MAo1803 

RADIcNIcs,INC. 
A!rrN:NANcYc~ 
22 TEBRYAVE. 
ExmIwxN,m01803 

RADnzNICS,INc. 
ATIN:KEVINJO'(XNNEU 
22 TERRYAW. 
BURL-, MA 01803 

RADIcNIcs,INC. 
A'I'iN:HWINJO'COI'iWU 
22 WAVE. 
EKJRLINXON, MA 01803 

RADIcNICS,INc. 
ATTN:NANcY MAaxmLD 
22 TEBRYAVE. 
BURL-, MA 01803 

R?mox - LTD. 
AlIm:P ARmTFcm 
ARDMXX,DIAMNDRCAD 
CRWIN, Co. 
AmRIMBT29 4QY, 

510(k) m: K984552 
FECQENO: 800-466-6814 

510(k) ND: K990071 
FFDENO: 781-272-1233 

510(k) NO: K990632 
FWNENCI: 781-272-1233 

510(k) No: K99l.237 
RENENO: 718-272-1233 

510(k) IWz K991399 
PENENO: 800-466-6814 

510(k) m: K991523 
FHCNENO: 781-272-1233 

510(k) No: x992379 
FT-KNENO: 800-466-6814 

510(k) No: x992721 
FWNENO: 800-466-6814 

510(k) ND: K993594 
PHONENO: 781-272-1233 

510(k) No: K984494 
FTKXWSNO: 441 849 422413 

DIWICE: CXXX-TIPRF SYS'IEM 
SE DEZISICN MADE: 05-M%&1999 
510(k) slxmmfr 

DEVICE: lWGEZ?USIcN 2.0 
SE DECISION MADE: 08-FEB-1999 
510(k) SUNWRY AVAIUBLE FRZM FDA 

DEVIC!E:OpTICAL~ sY= P=) 
SE DECISION MADE: 29-APR-1999 
510(k) SUWARY Am = FDA 

DEVICE:XPLAI%2WITHHEADANDtWZK~IZER,~EL~ 
SE DECISION MADE: 30-AUG-1999 
510(k) ,SUNBRY AVAIIAEG~FTMM FDA 

DEVICE:RADICQICSMI~EKIT 
SE DECISION MADE: 21-SE%1999 
510(k) SUbWRY AVAIL?ZW Fw3M FllA 

DEVICE:T!LCPEDUWICFRAME,~EL~~S 
SE DJZCISICBI MADE: 30-JUb1999 
510(k) SUW+RY Am FIioM FDA 

DEVICE:R?WXNICSXCCEX!EBNZ vENI!RIalLAR~ 
SE DECISICN MADE: 08-SEZ-1999 
510(k) SUNWRY AVAILNXE FWSM FDA 

DEVIC33:CXEMAN~~~I~~MI~~ 
SE DECISION MADE: lo-SEP-1999 
510(k) ZUNMhRY AVAiWBLE FfMM FDA 

DEVIC!E:Q3NLil3RMFxMlLCVRl 
SE DECISICN MADE: 15-DEC-1999 
510(k) ,cXBWGY AVAIW3LE FF&X FDA 

DJZVIC3:FWllZOX~ 
SE DECISION MADE: 23-MAR-1999 

510(k) SmTENEm 
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R7mD M!E. co. 510(k) No: K982096 
A.FEmsTIM VERTASTIM, EbiDuFa 
AIrIN: c!H?lRITY MlJFa!IN ETENENO: 404-6961113 
3800 WENDELZ, DR. SW 
SUITE 204 
ATLANTA, GA 30336 

ATIN:VINCfXWJCIccx=ME 
1635-2 NXDSIDE DR. 
mm, VA 22191 

510(k) No: Km983239 
pHce\TE No : 703-643-2952 

Rp;yE'S, INC. 510(k) ND: K983497 
A!lTNzwIImRDLFRI~ Pi-KNENo: 800-537-6454 
204w!IST2NDST. 
ELLIS, KS 67637 

RDMED1cALm.,INc. 510(k) No: K992104 
ATIN: cllRu36 A IICDRIGUEZGARCIA PHNC No : 787-742-3800 
caLLE:mERoFINAL, Bo. 

REKxIm&-, INC. 
A!rIN:sEAN MamAR 
1655 VALLEX FO. 
PAYNE, NJ 07474 

~BIUIECHINC. 
ATrN:JANIs - 
52O~DEtLLDRIVE,SUITE8 
m, CA94089 

REDWXDBIOI'ECXINC. 
ATIN:JANIs - 
52OWEDDELLDRIVE,SUITE8 
!!immmE, CA94089 

RECWXDBI~INC. 
AtITN:JANIs FREEsroNE 
244OLEGmRNsr. 
l.%m?mmm, a94043 

REDWXDBICYIECHINC. 
ATrN:JANIs FFlEEsroNE 
244oLJxmm ST. 
-VIEW, CA94043 

510(k) No: K990703 
prmE No : 973-686-7390 

510(k) No: K990870 
FTDNENO: 408-541-8970 

510(k) No: K991110 
PHONEND: 408-541-8970 

510(k) No: K991504 
FTBNENO: 650-6914770 

510(k) No: I(991698 
PHCNENO: 650-6914770 

DEVICE:DEVNWTM PLuS,PxxlAILS,~MSUPERFLEX, FTJEXSTIM E?Lus, c 

SE DECISION MADE: 18-.JUN-1999 

510(k) ,S'mmmW 

DEVICE: WATERFURIFICATICN OCPIPCG\TENTS AND SYm JrmanALYSIS 
SE DECISICN MADE: 18-NW-1999 
510(k) SDMMiWY AVAILMW FfMM FDA 

DJNICFzWEXUANDERPEiV2~ 
SE DECISICN MADE: 27-JUN-1999 
510(k) m 

DEVICE:PARSET,MMlEL~~lE 
SE DEXXSIm MADE: 23-AUG-1999 

510(k) t!UMGRY AWILABLE FFCM FDA 

DEVICX: SFCXCXII STEXULIZIW&DISINFlXTIXGS0WTICN 
SE DEXXSICN MADE: 3oMAR-1999 
510(k) SUbNARY Am FEE(3pI EDA 

DEVICE:REDI-!TESTTHc 
SE DECISION MADE: 27-APR-1999 
510(k) i?UMGRY AD FEMM FDA 

DEVICX:REDI-TESTCCCXCNE 
SE DMJISICN MADE: 26-JUlb1999 
510(k) SUWARY AVAIUBLE FMX FDA 

DEVICE:REDI-TEST- 
SE DECISION MADE: 22-JLTG1999 
510(k) SUMMARY AVAILABLE: FTMM tT)A 

DEVIcX:REDI-TESTPCP 
SE DECISICN MADE: 25-AUG1999 
510(k) SUbWARY AVAIIABW FFCM FDA 



S0F&fI'ITERADDRESSLISTINGFtXCDRHSUBZWVIALLY~ (=I 510(K) SOMMARIES CR 510(K) SI‘ATEMENTS 06-JAN-2Om 
FDRFTNALDEXXSIONSRENDEFUii0DURI.WlllE PERIm Ol-JAN-1999TBRUUZH 31-DEC-1999 Pap? 301 

REDh%DBICYlXXINC. 
ATm:Js4as JsEEamE 
244OLliGBcmsr. 
l"flmmm vm7, CA 94043 

510(k) No: K993100 
Pl3DNENo: 650-691-4770 

VDmcS,INC. 510(k) Mi): K984107 
m:- I.2wLcB F?-mE No : 781-276-9000 
23 c?RXBY DR. 
BED-, MA 01730-1401 

REFEEiENCEDIXXXTICS,INC. 510(k) No: K990216 
ATlN:h?osEFH LAWLCSI FHCW NO : 781-276-9000 
23 C!FxXBY DR. 
BEDm, MA 01730-1401 

REHABILITATICN TEXZ-NJICGE%3 DMSI5lO(k) No: K9934.43 
ATlXtRICXARDMMAHONEZ i?KJNENo: 973-575-0650 
1275 -AVENUE 
E7aRFIJm,NJ07004 

REMmGImMEDIc7&,INc. 
ATIN:srEvE WZODY 
683oMEADawRIDGEcr. 
zczmwlm,GA3m5 

510(k) No: K990428 
ESCNENO: 77O-888-8520 

RENAI-IN-, IJX 510(k) No: K991052 
ATI'NzKEXWMSWUZSi% PHONENO: 801-363-5980 
370 NIINlFl AVE., SUITE 205 
SALT L?%Fi CITY, UT 84103 

F3ilNAsm -, INC. 510(k) No: I(981720 
A!MW:ZFIILIPEHhMSKI FmNE NO : 215-860-5934 
170 PHEASANT RUN 
It?XKNN, PA 18940 

REPRmEsm md(a3ucTs axP. 510(k) m: K974426 
ATTNzWALTERBJANSEN PHCNENO: 612-420-3355 
8662 OCPISIOC;K LANEi 
McPm cIiRcwE, MN 55311 

RE.sFmmINVLTD. 510(k) No: K991261 
GMIcmPImrrE,AssISTE0 HAXHIIG/ZXADRJILItGMI~PIpFT 
ATI'N:DAvIDCLANSDCNNE FFKINEND: 441 326 372753 
KElRNIcK RD. 
-, -, 

DEVICE:REDI-SCREEH 
SE DECISION MADE: OWYZl?-1999 
510(k) SUbNARY Am F'RW FDA 

DEVICEi:RDIDIRECTLDLCH0~LTEST 
SF, DECISION MADE: %-JAN-1999 
510(k) sTATmEW 

DEVICEi:M?GWI'ICTIBCKIT 
SE DEZISICN MADE: 1t%EB-1999 
510(k) S0WARY AWULABlX FFf% FDA 

DE%ICE:FUDARM~ASSISTIVE~CDEVI~ 
SE DECISION MADE: 17-DEZ-1999 
510(k) SXJMMAW AWGUBLJZ FFXX FDA 

DFXICE:DFNNArXBX 
SE DECISION MADE: 12-AUG-1999 
510(k) SXFNENF 

DEVICE:FS10OOKNEESYSIEM 
SE DECISION MADE: lo-W-1999 
510(k) SmTEmNI 

DEVICE: IQSYSTEN 
SE DEZISICN MADE: 0%FEB-1999 
510(k) m 

DEVICE:FUlENCYTESTSTFUPS,IN0IClATGRTESTSTFUPS 
SE DECISION MADE: lo--1999 
510(k) SUMMARY AUULXW FFUX FDA 

DEVICE: ICSI INJEXTICNMICNPIPZITE (SPIKE0 &NcN-SPIKED), ICSI =IN 

SE DECISICN MADE: 05-AU%1999 
510(k) m 
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REsME!DLID. 
XI'IN:,5CkXT DUDEVXR 
lol21caRRoLL~mRD 
SAN DIEW, CA 92131 

510(k) No: K984428 
PKYSEiNo: 619X89-2400 

RTismNDa3Rp. 510(k) M3: K984547 
IIw;AIDs 
ATm:GARY EioEsEL PHCNENO: 415-780-7800 
220 SAGm DRIVE, 
isimERT= 
RmX0DCITY, CA94063 

REsPm .SWm ~UCI'S, INC.510(k) No: K983862 
RITN: GORDCN SBIGEm FJHCNE ND : 949-756-2250 
2552 MCZAW AVE. 
IRlmw, CA 92614 

REsPIFaIcsGEYxxA,INc. 
ArrlN:-Y- 
3371 LTs.mFa czxlRcH RD 
LtaELLvILIlFl, GA 30039 

REsPmcs (liEDFGIA, INC. 
ATlN:DAVlDJvANEL;LA 
1001 MURRY RIEGE DR. 
ImRRY-, PA 15668 

REsPIRflxra cGErxmA, INC. 
A!rm:BT5nsY m 
.l255KENNEs?T)NE cm. 
MARIETIIA,GA30066 

RESPIIKNICS~IA, INC. 
ATlN:DAVIDJW 
1oOlmRRY RIDGE DR. 
MUI?RY-, PA 15668 

510(k) ND: x983071 
FT-DENO: 770-985-1498 

510(k) No: K984407 
PI?mE NO : 724-733-5866 

510(k) No: IQ90199 
PHCNEND: 770-429-2894 

510(k) IWt K990574 
PHX!I No : 724-733-5866 

REsPIIavIa~IA,m. 510(k) No: I@91627 
ATm:E!iJTEx m F33CNENO: 770-429-2894 
1255 m CIR. 
MTANET& GA30066 

REsPIFxmIcs~IA,INc. 
A?Xt:DAVIDJVANEUA 
1001 MURRY RID(;E DRNE 
I-fORXSVILLF,, PA 15668 

510(k) No: K991648 
!?HCHEND: 724-733-5866 

DEVICEi:SULLIVANAUL0S!Q.NASALCF'APSYSIEM 
SE DECISICN MADE: 26-JULr1999 
510(k) smTmFW. 

DEVICE:DIGIT%LLGOB~DREUS~~, DIGI'AL 5000 SEXUE5 = 

SE DEYZISICN MADE: 19-MAR-1999 

510(k) SUMMARY AVAIUBLE ??KM FDA 

DEVICE:CMXD1HUMIDIFICATIONSYSl%N 
SE DEKXSION MADE: 24-MAY-1999 
510(k) SUMMRRY AVAZABIE FFUXl EDA 

DEVICE:BILXHEK~-~~B~~~~~Y~ 
SE DECISION MADE: 04-M-1999 
510(k) SWTJWWC 

DEVICE: BIPAPH?iWSXY S/T, pIp=oEL 1001445 
SE DECISICN MADE: 19&W-1999 
510(k) SUMARY AVAI3XXE FKM DA 

DEVICE: SER, bDXL25M3 
SE DJXXSICN MADE: 19-APR-1999 
510(k) SLJMWRY A- E'KM FDA 

DEVICE: STICK-C'NDISF0SABLE NASAL MASK, lCfXLs 312174, 1001964 
SE DECISION MADE: 24-MAY-1999 
510(k) SUMMY AvAILABI;F: FKN FDA 

DEVICE!:WALLABY3~ sYm,mEL3600 
SE DECISICN MADE: 17-&W-1999 
510(k) SUbWARY AVAILABLE FFUX ZDA 

DEVICE:RFXJSAEiLE CXNWRIINASALMASK 
SE DECISION MADE: 2S-MAY-1999 
510(k) SUMMARY AVULABLE FRX FDA 
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PEsPIFmIcsGIxsGIA,INc. 
ATlN:DAVIDJVANELLA 
1001MUFWFUCGEDRIVE 
laiRR!lm, PA 15668 

510(k) ND: K992336 
PHCNENO: 724-733-5866 

RESPIFcNIc!smxxA,INc. 
A!lTV:DNIDJVANEZLA 
lOOlMURR!i RIDGE DR. 
MURRY-, PA 15668 

510(k) m: K992969 
PK%E xm : 724-733-5866 

RFs.Pmcs cGEmGIA, INC. 
AlTN:DAvlDJVANEZLA 
1001 MJRRY RIZE DR. 
MURRY-, PA 15668 

510(k) No: K993307 
EWONENO: 724-733-5866 

I?EsPmmIcxczwmA,m. 
ATINzDAVIDJVANfCL4 
1001MURRY RIDGE DR. 
MURKY-, PA 15668 

510(k) IW: K993433 
FIXCNENO: 724-733-5866 

RI MEL S.R.L. 
lKm!L #'S 720209 3oGAU X 4 MM, 
A!rnJ:ADENAsm 
1OOmINs1[TIEET 
SUITE I.20 
o%x33RD, MA 01742 

510(k) I\K): x983897 
720210 3OGAU X 6&N, 7202086 

ISIONENO: 978-371-0066 

RI MX. S.R.L. 510(k) No: K991827 
20101, 720102, 720103, 720179, 720227, 720043 
A!rm:ADENAmsm PI-DENO: 978-371-0066 
loo l"!Am ST. 
SUITE 120 
-,m 

RI KS. S.R.L. 
mJAMEsDEL?-NEY 
1comrNST. 
SUITE 120 
cDNcoRD,MA 

RI K6. S.R.L. 
ArMm:AoEN?isRIEMfm 
loo MAIN .FLnmEr 
SUITE 120 
cxzxn?D, MA 01742 

510(k) No: I(991895 DEVICE: RAMPIPELLA, SINGE FCB!F (720196) & WEZEddAPEiD ZCRT (720217) 
pHoNENO: 978-371-0066 SE DECISION MADE: 12--1999 

510(k) No: x992926 
PHONEKJ: 978-371-0066 

DEvIcEi:tcNARcxIIMrNIMAsK 
SF, DECISICN MADE: 13-AUG1999 
510(k) SUMQRY AVAlL?BZ FIiaM FDA 

DEVICE:Rl?SP~CSlVIIALFZiCZMASK 
SE DECISION MADE: 10-W-1999 
510(k) SUMARY AWILABLE mMM FDA 

DEVICE:ARIALXCJ?APSYsTEM 
SEi DECISICN MADE: 27-OCF1999 
510(k) SUbMARY AWlLAE%E FEMM FDA 

DEVICE:VIXIVQWLXSM7%TCPi%'~~ 
SE DECISICN MADE: 27-ocT-1999 
510(k) SWMARY AVAIWECE FIQ+l EDA 

DEVIC?Z:CERVIcp;L mm NEEDm, cxxvrRAmcAL -IA NEEDLE, 

SE DECISION MADE: Ol-FEB-1999 

510(k) SUMQRY AVAZAEZE FFCN FDA 

DEVICE:GINRAMS~, GINRAM S- AS,GEWAMCUSaNAG,MXZZTS7 

SE DECISION MADE: 19JuLl999 

510(k) SmbNARY AVAILWLE FRB FDA 

510(k) STNNARY AVAILABE F'RB5 FDA 

DJ.iVIa: GINRAM ENXEIC SINGLIE OVAL FOFfC (ml% Ml. 7201%) 
SE DECISICN MADE: 2m-1999 

510(k) SUMMARY A%VLAE%E m FDA 
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RI~%RD~LE'MEDI~% mm- C510(k) No: K984304 
ATmzFrxERrLcasARsA FHCNENO: 847-913-1113 
353 CWXZPORAT L.KoDs m. 
~~wJHILIS,IL~CO~~ 

ma%RDwLFMEmcnLIN~ c510(k) ND: K984521 
63.111, 8563.351 
AlTNzFuxmrLcasARsA FHmE ND : 847-913-1113 
353 OORFORATE tDms PKWY. 
vmtmB?n...s,IL60061 

RI~~MEDICALIN~ C510(k) NO: K984607 
IEb7PUJSOPTICWlJH 1.9WfDIAMEIER, rnrn8686.xxx 
mFoBEFcLcASARSA JST-DNEm: 847-913-1113 
353 - LCODS PKWY. 
~~NcNHILTS,IL~OO~~ 

~?.~cmFusl WLF MEDIC&L INS'IR~ C510(k) IQ K99CO50 
6.042 
RlTNzl?cmKcLcAsARsA PHONEtNo: 847-913-1113 
353 - Kms PAFwm 
~~~NBILIS,ILMX)~~ 

RICI-IN?D wm? MEDICAL INSTR~ C510(k) No: K990147 
1,8394.741,8394.771 
ATIwFoBERTLcasARsA FiXNEW: z347-913-1113 

RICHARD KU? MEDICBL INmm c510(k) No: K990397 
A!!mvzFemTLcasARsA FFIONENO: 847-913-1113 
353 cc+uamx WOODS PKWY. 
wwoNHXLS,IL60061 

RIcX?@D &OLJ? MEDIB;L INSTR- C510(k) No: K991178 
c BANDPIECE, MMlEL 8708.253 
A!rINzl?EmRTLcIIsARsA l?EONEm: 847-913-1113 
353 coR!xmm WXDS PKWY 
vEmmHTLss,IL60061 

RIaGRDwxFMEDIc?sIN~ C510(k) No: K991718 
12-7tH, WGLED, OF'ERATIhG LAPAROSCOPE, lo-5,,. OBLIQUE, D 

mlwBEKrLcAsARsA JXONENO: 847-913-1113 
353 cl2waxm WmDs PKWY 
~ERNNHIIU,~~~~~~ 

DEVICE:RIWDRIvE~ 
SE DECISION MADE: 12-AUG-1999 
510(k) SD&NARY AVAIWJXZ FRX FDA 

DEVICE:RlNODRIVESYSEZM2302WITHGENERAToR, sMp;L;LMYTWHANDLFs,85 

SE DECISICN MADE: 17-IQR-1999 
510(k) SUMGGY AWIME!GZ FIX&l FDA 

DEVIC%PANNIEN PLUSOPMCWITH2.7NXDiWWlER, IGDEL 8672.xXx, PAbKN 

SE DEtXXcW MADE: 05-MAR-1999 
510(k) SUMWRY Am FRX FDA 

DEVICE:UREZW0- -PE, IKDEL 8706.402, INSEFQION SJ%TAT& l%JXL 870 

SE DECISICN MADE: 26-MAR-1999 
510(k) SUbNARY AVAXABIE FEMM FDA 

DEVICE:BIFOLARFDRcEps, KLEpPItGER INSERT, NDEL #'s 8393.741,8393.77 

SE DEXXSION MADE: 16-APR-1999 
510(k) SUMMAFT A- FRN FDA 

DE!VIC'E:FZEXIBLEF‘IBE%aXES&~ 
SE DECISICN MADE: 25-CXT-1999 
510(k) !XJWAEZ AVAIUXXE FZQI EDA 

DlWIa: FlEXEKE FIBEFWXXE, MJDEL 7331.001, GUIDE .%CTI~FoRLI~ 

SE DEYZISIa MADE: ll-JUN-1999 
510(k) ,SUMARY AVAILXUZ FRX FDA 

D?WICZ:OPEFGlTINGLAP7'KECXlF'E, 10-5bN,m, 0pELFaTINGLAP~PE 

SE DEYZISION MADE: 12-Am1999 
510(k) St&NARY AVAIMBIX FROM FDA 
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RI~~mIcp;cINslliuMENTs cHO(k) ND: K991906 
IDEBSUBEXDISPLAY,HIGHWIN mmTuBEwImm 
ATlNzFtuEEKrL~ PIKXJE No : 847-913-1113 
353 clzmamm im3Ds PKWY. 
VERN~I-IIIJ&IL~CO~~ 

ma-mm WLF MEDICAL INSTRW c510(k) NO: K992526 
ATIN:mRERrLcasARsA FqimE No : 847-913-1113 
353 clxaamE WXDS PKWY. 
vEF@WHXtS,IL60061 

RI~,~RD wm? MEDIB;L mmw c510(k) No: K993103 
30 DEGREFiS;FNDXWES,1~ DIAMFW,5OD= 

A!rrNzRoEzRTLcTisAm PHCNED: 847-913-1113 
353 cLKmaxm iKoDs PKWY. 
vERNcGJm.G,IL60061 

FUM-WIDECMPANIES,INc. 
A!ITNzDANIELHSU 
P 0 Box 910184 
SAN DIEGO, Ca 92191-0184 

510(k) I0 x982115 
PHONENO: 619-622-9956 

RITAMEmCALSY~ 510(k) No: K992693 
ATlN:ERIN DIGNAN FTKINENO: 650-390-8500 
967 IKXtIR.m~&~. 
- , 

FumMJsDIcALSY~ 510(k) NO: K993944 
CH,M?iINGBLE,DISPERSIVE~E 
lYTlN:ERIN DIGNAN-MAZU=NE FHCNENO: 650-390-8500 
967 NOIMI SHORELINE BLVD. 
?4zumAmvIExJ, CA94043 

RnAEXNE RESURC3 SDN. BE-ID. 510(k) No: x990963 

ii!sLtJMEE cIfE#z FJIDEI\JD: 603 636 8077 
5,LmmHELANGHINDIK 
IcEl=mGBARuINDusrRIAL~ 
KlmLA LUMPAR, 

m m SDN. BID. 510(k) IW: x992558 
A!rm: C.M. ClmNG E%-ICNENO: 603 636 8077 
r.m 21909, m.5, LomIG r-mm 
HINDIK~BARUINDUsr.EST 
KEPCtGBARU,KUALAu1MpuR, 

DEVICE: LAPAl 0B2-FiWUmIC IN- wIm3oLFTcP7FwE,ANDv 

SE DECISICN MADE: 23-NW-1999 
510(k) +SUMARY AWILAKLE F'RX DA 

DEVIC!3:FLEXIBLF:~ P, FLtlixIBLE -FJE 
SE DECISION MADE: 2&SEP-19% 
510(k) St&MARY AVAIIXUE E'FUX EDA 

DEVICE:EMx)6o3pEs,l~ DIAMETER ODEGREES; ENKHWES,lOMMDIAMETER, 

SE DECISICN MADE: l&DEG1999 
510(k) SUPWiRY AVAILANX EXM JWi 

DEWICE:LENSEWER A UlXN?QICm~LFsTSWA= 
SE DEYZISICN MADE: 13-JAN-1999 
510(k) SUPNARY A- FRZM E'DA 

DEXICE:RITAKXZL90 m1mm,mm90 
SE DECISICN MADE: lO-SEP-1999 
510(k) SXJMARY AWILJGIE FEE(3pI mA 

DEVICE: FtITAKJ33L 1500 ~IIcAz,GENERAToR,pcxJER~~ 

SE DECISION MADE: 02-DEC-1999 
510(k) Sut@mRY AVAIGWE JmWM FDA 

SE DECISION MADE: 26-Mw-19% 

510(k) .YATmWT 

DEiVICE:NITRlIBPATIENT ExAm3wrIcN~,m~,m-~ 
SE DEXXSICN MADE: 27-SE!?-19% 

510(k) .s'TTiW 
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RLTMEDIcAz,Assoc.. INC. 
ATmFucmmLTRhEEt 
9620 DEERMX) RD. 
TIXtVIUM,MD21C%3 

RXAPDIV.OF -CORP. 
ATlN:AVIA TtNEY 
1629 PRIME aXRl' 
BUILDING100 
cXLANQFL32809 

RXWDIV.OF mm. 
ATI'N:AVIA XXUEX 
1629F'RIMECT., SUITE300 
-, FL 32809 

FtXAPDIV. OF -0cwp. 
A!!?IN:AVIA !lWEY 
1629 PRIME CT., SUITE 300 
CRmNEQFL32809 

RoclIEDIAG!SCW ICtxsTEMS,INc. 
ATrN: Rim SMITH 
WrnSHIP 
1080 U.S. HI- 202 
B, NJ 08876-3771 

FxXXEDIXNWMCSYSTEb!S,INC. 
AIITN: RITA lYi24ITH 
V-P 
1080 U.S. HI- 202 
m, NJ 08876-3771 

RYXED IxxsTICSY~,INc. 
ATlmRITA SMITH 
BFlmamm !7ILmJsHIP 
1080 U.S. HI- 202 
V, NJ 08876-3771 

FXXHED IxNcsrIcscxxIp. 
ATINZJENNIFERLTRIBBETT 
9115 HXUE RD. 
rmmmEOLIS, IN 46250-0457 

510(k) No: K992772 
FFDENO: 410-560-6148 

510(k) No: K984614 
FT-ICCENO: 407-855-5104 

510(k) No: K990308 
FECHENO: 407-855-5104 

510(k) No: K990390 
PEONENO: 407-855-5104 

510(k) No: Kg83698 
PHCNENO: 908-253-7545 

510(k) No: K983702 
J?fKNEz No : 908-253-7545 

510(k) No: K983704 
FIXNENO: 908-253-7545 

510(k) No: K990337 
PI-KNENO: 317-576-3742 

510(k) ND: K990377 RX.WFJDIPI=NOST IcSaxP. 
11 18544, CX'iTFW TESIWPM2KANDONTRAK TEJ5wsTcxNEGA!rIv 

A!!?IwJEmmER TRIm PlEPIENo: 317-845-2ooO 
9115 WXXJE m. 
IBIS, m 46250-0457 
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DEvIcx:CARDIoF%xIcs1OoOMEixBY~m 
SE DECISION MADE: 17-SEP-1999 
510(k) s?aTEMENT 

DFVICX:NORMALSALINEFLUSH~ 
SE DECISION MADE: 27-M?U-1999 

510(k) STATEmW 

D?NICE:FWAPHEZ'~~FLU~syRIp\R3E,loou/ML 
SE DEZISICN MADE: IO-DEfC-1999 
510(k) ,sA!mmQ 

DEVIGX:HEPARINIVFLUsHSYRINGE, 10 u/ML \ 
SE DECISICN MADE: lo-DE=1999 
510(k) ,smW 

DEVICE:McDIFICRMCN~~SCBEENONLINEBARBI~ 
SE DECISI(xJ MADE: 03-&W-1999 

510(k) SWMFtY Am = FDA 

SE DECISION MADE: lo-FE&1999 

510(k) SUWARY AVAILAXE FTiQM 

DEVICE:ONIRAKTESTUJP-5X?K 
SE DECISICN MADE: 23--1999 
510(k) ,SUlNWY Am FRM 

FDA 

FDA 

DEVICE:CNI'RAKTE%UJP M2KANDONTRAKTESTSTIKFOSITIW~,HXX% 

SE DECISION MADE: 26-ml.999 
510(k) SUMM7Gf AVAILXXE FFXX FDA 
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RTXZ3ED IzxmxTICso3Rp. 
A!rm: JENNIFER TRIBBETT 
9115 Hwm RD. 
IM)IANAFoLIS, IN 46250-0457 

RaHED I%iTnsTICSrn. 
ATmzJEmIFmLTRIBBErr 
9115 HzxxlE RD. 
INDIANAPOLIS, IN 46250-0457 

9115 HXUE RD. 
INDIANAFOL~S, W 46250-0457 

FXXWED I.?xxxTIcs ax@. 
~F'RISZLCAAHHILL 
9115 HAGUE RD. 
I~IAWIPOLIS, IN 46250-0457 

IDIAGNXT ICSUXP. 
AT!iN:F!RISCILT.AA~ 
9115 H?mE RD. 
INDIANAF~LIS, IN 46250-0457 

RXHlZDIAGhWTICSUXP. 
ATlWPRISCILLAAH?!HILL 
9115 fxxlE RD. 
mtmmm%is, IN 46250-0457 

9115 HXGUE RD. 
mIAMIprws, IN 46250-0457 

RfX-lEDI?!GNWT ICSaxP. 
ATlN:LISAMM 
9115 B?mE RD. 
INDIANAPOLIS, IN 46250-0457 

-DIPGNOST ICsaxP. 
ATIWLISAMGEBARD 
9115 HAGUE RD. 
i~~ixG&a.,is, IN 46250-0457 

R0ZHEDIAGNtHT ICSOORP. 
ATIN: LISA GE%@D 
9115 H?Gm RD. 
INDIANAPOLIS, iN 46250-0457 

510(k) No: K990399 
Pi-KNENO: 317-845-2000 

510(k) No: K990409 
PHONENO: 317-576-3742 

510(k) m: K990418 
PHONENO: 317-576-3742 

510(k) plR3: K990460 
FT-KBENO: 317-576-3723 

510(k) No: K990594 
EXNENO: 317-576-3723 

510(k) No: K990595 
PHCNENO: 317-576-3723 

510(k) No: K990992 
FiCHENO: 317-576-3723 

510(k) No: K99144O 
PKNENO: 317-576-3362 

510(k) No: Kg91443 
ET-KBENO: 317-576-3362 

510(k) No: K991597 
FTDNEE: 317-576-3362 

DEXtCE:CNIPAKTESIWP bT2K,bXXXZLCXC.l11849 8 
SE DECISION MADE: 15-APR-1999 
510(k) SUMM?@Y AVAIUEUZ FFUX FDA 

DEvICE:0WRAKl'ESTSTIKFOR~ 2ooO (M2K) 
SE DECISICN MADE: 1%Arm-1999 
510(k) +tiWXWY AVAIUBLE = FDA 

DEVICE:ONI'R?%TEsTcvp-ER~ 
SE DECISION WE: 13-APR-1999 
510(k) SUbWARY AVAIUBLE FXN EDA 

DEVICE:(=AEi~FcsIA~ SY- (C.F.A.S.) 
SE DECISICiV MADE: 22-MAR-1999 
510(k) SUWARY AVAILXGT l!T0d FDA 

DEVICE:lNlZGBA~~ FOR AF0LIFfXROIEIN A-l 
SE DECISICN MADE: 14-AF'R-1999 
510(k) SW@AFU! AWUIAEWZ FWX FllA 

DEVIG%INTFGRAFWGEXW CPSSFITEmAeOLIPOPROTEINB 
SE DECISION MADE: 14-m-1999 
510(k) SUMMARY A- FTTX FDA 

DEVICE:INTFGRAREXZNl' cAssGITEm~iNAu: 
SE DECISION MADE: 30-SEE'-1999 
510(k) XJHMARY AvAILABT;E F'FXN FDA 

DEVICE:RCfXE(XE!AS ImEmASERuMBARBI~ 
SE DECISIM MADE: 22-JUN-1999 
510(k) SD&WARY AVAIUBLE = FDA 

DEVICE:FUXHEcoBAs J.ImFmA SERUM mzcDiAzEPiNEs (SBENZ) 
SE DEZISICN MADE: 22-JUN-1999 
510(k) 'SiXQWXC 

DEVICE:coBAs i.MJERAAMiKAC!iNMAB 
SE DECISICN MADE: 22-JUIrl999 
510(k) SUMMARY AVAILABLE FlUd FDA 
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RDCUED iAGNosTics mw. 
ATIN:LiSA GEmRD 
9115 JcsNxJE RD. 
INDiAIWQLIS, IN 46250-0457 

IITX3HEDiYGXXTMCSCCW. 
-msYsTEM 

A!rm:LlJANN ems 
9115 HWUE RD. 
INDIANAPOLIS, IN 46250-0457 

RDCWEDiAGNXTiCS03RP. 
ATIN:F‘RISCILZAAHAMILL 
9115 Hzsm RD. 
im=S, IN 46250-0457 

F0CWDlTXXXMCS03RP. 
A!rm:LISA GERARD 
9115 HXXJE RD. 
INDIANAeoLIS, IN 46250-0457 

RXZRZDIXXXTiC'S03RP. 
A!t'IN:FFUCILMAHAMIIL 
9115 HWUE RD. 
INDIANAPDLIS, IN 46250-0457 

~DIAsXXTiCSo3Rp. 
PLI?N:E'FUSCILLAAHAKILZl 
9115 HPGUE RD. 
ixmwAmLIs, IN 46250-0457 

RXZ-lEDIAGNWC ICS ax@. 
ATIN:LuANN ass 
9115 HFy;uE RD. 
INDIANAPOLIS, IN 46250-0457 

RXZ-lEDIZ%XXTICSa%iP. 

ATIN:PRL%XUAAHAMILZ, 
9115 HHXJE RD. 
imixm~OL~s, IN 46250-0457 

9115 JsAJE RD. 
INDIANAFOLIS, IN 46250-0457 

510(k) No: K991598 
FT-DIEND: 317-576-3362 

510(k) No: 'I(992492 

PHONENO: 317-845-2ooO 

510(k) No: K992680 
PHONENO: 317-845-3723 

510(k) No: K992890 
FRONENO: 317-576-3362 

510(k) No: K9929CO 
FiZCNENo: 317-576-3723 

510(k) No: K992981 
IT-EN3 No : 317-576-3723 

510(k) No: K993048 
PHONENO: 317-576-7399 

510(k) I\K): K993360 

FFXXJENO: 317-576-3723 

510(k) No: K993642 
J?FlCNENO: 317-576-3723 

DEVICE:CZ@S -mPBEN 
SE DFCISICN MADE: 22&1999 
510(k) SUMQRY AVAILABW FRX FDA 

SE DECISION MADE: 02-NW-1999 
510(k) SUMARY AVAIMBLE FRZN FDA 

DEXICRELECSYSP~ID~ TESTSYSTEM 
SE DJXISION MADE: 28-SEX-1999 
510(k) SUWAR!t A- F'F0t FDA 

DETVICZRCUZCGBAS iIWEmAOP= 300/2ooO 
SE DECISICN MADE: 23-W-1999 
510(k) SUbWRY AVAILXUZ F!HX FDA 

DEXJItX:PREX!INCRMDNlNZWG ANDPREcIPAlxuImmsAL CXXTROL- 
SE DECISICN MADE: 24-NOW1999 
510(k) .SUMmRY AVAIWBLE FIXM FDA 

DEXi~:ET.XSYSEST!?WI(zC%LSEl?iI 
SE DFZISICN MADE: 24-SE%1999 
510(k) ,?XMQWY AVAIIXZX FRX J!DA 

D?NiCE:F0WEDiAGNXTICS INFLUENZAA/BFWIDTEsT 
SE DEXXSICN MADE: 20-DEC-1999 
510(k) SUMQRY AVAIUBIZ F!RX FDA 

DEViCEt:PPECINC@MWAGGGAL PLusANDPREcIPAmuIrmmmLPLusocI\ITRQz, 

SE DECISION MADE: 24-NW-1999 
510(k) SUFNRt' AVAIIMLE FwaM FDA 

D.EVICE:ELECYYSP?WGWRXDHXMXJE~ 
SE DECISION MADE: 30-NOV-1999 
510(k) fXIMbWY AVAIUBLE FRX FDA 
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IUX%DI?GI%XT IcscmP. 510(k) No: K993829 
ATIWMIKE FLIS PHCNFINO: 800-428-5074 
9115 HmJE Rem 
P.O. E!ox 50457 
Ih'DmIS, IN 46250-0457 

DEiVICE:ACXXJXHEiKSIMPLICMYSYST!EN 
SE DECISION MADE: 0%DE%1999 

510(k) SUMMARY A- FBX FDA 

FfXHEDIPI;NOSTICS/BDEHRINGER MhNNf%lO(k) No: x983892 
YSTEM,APIT-LSFoR -msYm,wp 
xrrN:LxIANN cu3s PHONE NO : 317-845-2000 
9115 IaGUE mAll 
iNDmLiS, IN 46256 

DEVICE:~~SYSTEM,APITTEST~Ft3R~pI7c)S 

SE DECISICN MADE: 13-APR-1999 
510(k) m A- FFXX FDA 

RIXHEMO- SYSTEMS, INC. 510(k) Xx K973707 
A!clwALEx- PHCNENO: 908-253-7540 
1080 U.S. Him 202 
&scNmma, NJ 08876-3711 

DJi!VICE:licxHEAMPLIC0RCl?/NGTEsTEORCHi%MYDIATlXXMXCIS 
SE DECISICN MADE: 04-AZ-1999 
510(k) m Am = FDA 

Rou-Emm SYSTEMS, INC. 510(k) IQ: K974342 
A!rm:Amx - FT3ClNTNo: 908-253-7540 
1080 U.S. HIG?i%%Y 202 
m, NJ 0887G-3771 

DEVIC.X:Fr.XHEcDBAsAMPLIooRCT/IGTEsTFDRNEISSERIA~ 
SE DECISION MADE: 28-MAY-1999 
510(k) SUMMRY AVAILABLE FIMM FDA 

i?ixHE-SYm, INC. 510(k) No: K974503 
ATiN:- v FWNEiND: 
1080 U.S. HIGmA!f 202 
sK%mmLq NJ 08876-3711 

DEVICE:FXXXEAMPLIUXCT/~TESTJ?XNEISSERIA~ 
SE DECISION MADE: Ol-D-1999 
510(k) SUNGRY Am FR(3pI FDA 

RclcmmLMEDia TKHKXCGIES, -10(k) No: K983618 

%&I :JEFFRFYRSHIDE2GN FfBNENO: 612-835-4018 
28025OAKLANDoAKs CT. 
wiIxa4, MI 48393 

DEVICE:DRISATEMIXERFOR~~I~OFACIDIFIEDD~Y~~ 

SE DE!CISION MADE: 05-A%-1999 
510(k) SUNGRY AVAILABLF, FIUX FDA 

FCCKY-RFsEAR(311, INC. 510(k) No: K992857 
01070 
ATIN:ROEiERTWGRIFFI~ PHCNE Ii0 : 801-359-6060 
825 NORVI3OOWESI', #NE 500 
SALT LAKE CITY, UT 84103 

DEVICE: LEMXSENS - FLEXIBLE, MZDFXJ 201110, LENELSENS -RIGlD,BXEL2 

SE DECISICN MADE: lO-NX-1999 
510(k) sBTmENC 

FuXER L. GOCDMAN, D.D.S., P.C. 510(k) NO: K984270 D~~:~IcN~UsEIN~HAHvEy~c3;AvE~IzERs,~ 
DEZS 5000, 5500,'AND 6006 
A!rINzFaxRLcmDMAN FJHGNENO: 517-676-5200 
200 TEMPLE ST. 
M?S@T, MI 48854-1837 

RoLFNcEENmRPRIsEco.Lm. 510(k) No: K991863 
ATIN: - cl%IENG FWONER3: 886 346 31999 
1&3L?JlE 231NCHUNRD. 
-, 

SE DECISICN MADE: 2O-MAY-1999 
510(k) SUMARY AMILAEZE FfXM FDA 

DEVICfZ:CUIE-LITEILIGHl?CUl%UNIT 
SE DECISION MADE: 19-JUL-1999 
510(k) m 



SUEHI~ADDREssLISTlXGFORcDRHSUBTANTIAUY~ (SE) 510(K) m OR 510(K) m 
FOR FINAT., DECISIONS RENDERED DURING THE PJiRIOD OldAN- THROUGH 31-DEC-1999 

06-JAN-2000 
Paqs 310 

ITcKmKE-SECO. 
M?lN:sTERLEm 
X3-3LANE 231FUCHUNG 
-, 

RcN-TEaflMEDI~Lm. 
ATIN: AHWA STEIN 
P.O. J3ox 454 
GINcrr sSKME&X, 

LTD. 

RD. 

510(k) No: K991865 
F%-DNENo: 886 344 631999 

510(k) No: K992071 
FFKNEbD: 972 979 20673 

FWSPKWUCTS,DIV.XBXC u+EmAT510(k) W: K990863 
A!B?JzDANZ% HAMIXXN PHONENO: 614-624-3743 
625 - AVENUE 
CDLuMBus, ~33 43215 

FuXSFX#XKTS,DIV.AEBXT uwxAT5lO(k) No: Kg92494 
m:DANIEL HAMILm 
cXDMEUS, CH 43215 

FioSSmxrn.LTD. 
4100 
Rr-!x:MIw YEH 
2F. No. 10, AXEX 20 LANE 106 
SEcrI~3,NANmIMps) 
TAIPEI, 

pHcp;TE’No : 614-624-3743 

510(k) No: K992387 

FKBENO: 011 886 27835584 

FcaSMAxINIz.Lrn. 
4200 
m:MIm YE3 
2F. NO. 10, ATaLEY 20 LANFi 106 
!sEc3IwNKmGm. 
TAIPEI, 

510(k) In K992388 

RDNEIKI: 011 886 27835584 

Ittx%mx IrlTcL. LTD. 

ATIN:MIw YEH 
2F. No. 8, ALU%' 20 LANE 106 
sEcrr1m3,NANKANGm 
TAIPEI, 

510(k) No: K993432 

PHONEND: 011 886 27835584 

Ftclwax INrL.LTD. 510(k) No: x993542 

IxrIN:MIcHAEL YEH 
2F. No. 8, ALLEY 20 LANE 106 
SE&rION3,NAN~RaAD 
TAIPEI, 

FTXBENO: 011 886 278384 

DEXXX: Q-LITE 75 
SE DJXISICN MADE: 
510(k) slRnNXC 

LIWCUFUZUNIT 
2o-Jmr1999 

DEJVICE:TRANSV?G~~~ PE0FBHZLDEXDEVICX 
SE DM=ISIW MADE: 27-A-1999 
510(k) imfmiMC 

DEVICE:MXWIQ1TIoNTD FI.EXEO FQLYG GASWXXW TUBE 
SE DECISICN MADE: 06-APR-1999 
510(k) sINBBNC 

DEWICE!:F?XXIl?W~iFEEDING~ 
510(k) SJWZMXC: 25-A-1999 

DEWICE:FCfXEMU AUIWATICWRItXMX-iH~ pREzsumm?IsR,mELRM- 

SE DEXXSICN MADE: 03-AUG-1999 

510(k) smrBBNT 

DEXICE:FXXZWiXAUIWlATICWRI~BI13cI) mmm,mELw 

SE DECISION MADE: 03-AX-1999 

510(k) zXAT@mW 

DEiVIC!E:FUX%AXAUIQlATICWRI~~ pIiEssuRE~m,mmz46 

SE DECISION MADE: 20-D-1999 

510(k) W 

DEiVIcE:RCWNAXAu?gMATIC~~~ pREssuRE:Mcx\1Im,McDELV46 

SE DECISICN MADE: 29-DE%1999 

510(k) STWmm?T 
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KOYDEWDENI!ALt~UCIS,INC. 
A!lTN:lXNATBALEWY 
1010 WEST HAMLIN RD. 
RcmEsmRHILLs, MI 48309 

RsMEmm 
ATm:MlxE MCGRAW 
P.O. BX 4656 
lCqKmwR, WA 986624656 

RUPIANIMEncaG 
Airm:JEAN- MAlGENm 
98RUEAJXXANDREiDUMAS 
xGluLxmvELIN, 

Russ IITIL. 
ATIN:KLFsammJ- 
muPINlzsPARK 
JWFREY, NH 03452 

Russ-I INIZ. 
ATINzKAF@INWJEiROXXSKI 
TALLPINESPARK 
JAFFREY, NH 03452 

Ru!scx m. 
IvcmFED Mlnu%Y/mILL, - 
A!rINzKAREW&NJEWZCNSKI 
TAmPINESPmK 
JAFFREY, NJ3 03452 

RUSCBINTL. 
ATIN:JULIFiABEAUICNT 
!mmPIIwSPARK 
JAE'FRW, W 03452 

RYMED -IEs, INC. 
A'I'JN:AL W!XBNEQRN 
19526 EAST IAK!I DRIVE 
MIAMI, FL 33015 

SEcCFclwMER~ 
ATm:JuRGEN B 
roBEm-m-STR.5 
D-25335 
-, 

510(k) No: K984037 DEVICE: --IDE 
FTIONENO: 248-652-2500 SE DECISICH MADE: 04--1999 

510(k) SUMNARY AVAILGIE F&XXf FDA 

510(k) NO: K990697 DEXt(=E:F?S-4VMUSCLESTIMULXOR 
PHONENO: 360-892-0339 SE DECISION MADE: 18-JUN-1999 

510(k) SUMARY AVAIGBLE FMX FDA 

510(k) m: K992310 DFZICE: ?XNIUXXS TRICYCXES, MXXLS, To, Tl,T2,T3 AND T4. 
PHCNENO: 011 334 72375724 SE DECISICN MADE: 02-NOW1999 

510(k) No: K982974 
PHONENO: 603-532-7706 

510(k) No: K983010 
PKBENO: 603-532-7706 

510(k) 1\To: K990619 

FHCCIENO: 603-532-7706 

510(k) m: K993063 
PJXINENO: 603-532-7706 

510(k) NO: K991653 
FFOENO: 305-829-3437 

510(k) IW: x984097 
FHCNEKO: 494 121 8619 

510(k) IW: x984483 
PIXNENO: 494 121 8619 

510(k) SINXNNC 

DEVICE:DD uREzEmLm,nm 
S!Z DECISICN MADE: 02JuGl999 
510(k) fXlMW?Y AVAIIXGE FFCM FDA 

DEVICB:SELFCWHSET/SAEEIYCX'H 
SE DBXXSIGN MADE: 12-FEE-1999 
510(k) SUbMARY AvAILABLe FFCM FDA 

DEWICE:RIJSC!HREilNWRCED~ (OR-)'IuBE-CUFFEDANDU 

SE DIXISICW MADE: 03-AUG1999 
510(k) SUbNARY AWILAEXE FEMM FDA 

DEVICE: RUSCHENIMNT sn1ccmmLEY 
SE DECISICN MADE: 09-DEC-1999 
510(k) cSLMGRY AVAILAWX FEMM FDA 

DEXNB: INVISION-PLUS IWECCIONF0RT~SY~ 
SE DECISICN MADE: 24-JUN-1999 
510(k) smN?iRY A= FXCM FZIA 

DEVIcE:DC--C@E 
510(k) SUMMARY AVAILABLE FFXXd FDA 

DEXWCA-SOFTRELINER 
SE DEb-XSION MADE: 18-FEB-1999 

510(k) STNBGNI 
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S&CpoLyMERGMBH 
ATTN:JuRGEN B 
laEKr-m-sTR. 5 
D-25335 
-, 

s&cKxJYMER- 
Al-IN:- m 
FxxEm-m-STR.5 
D-25335 
-, 

S&CFoLYMERGMEa 
ATll?:JfJFGEN B 
RoEiEm-m-STR. 5 
D-25335 
-, 

S.S. WHITE -IEs, INC. 
A!t'IW:DAvE TAYLCR 
1510LDNlmERuNSwICK~ 
p~,%xmwAY, NJ 08854-3761 

SAzscGmrIFIC, INC. 
A!l?IN:J. Wl%SMNG 
4919 GOLDEN QUAIL 
SAN ANIDNIO, TX 78240 

sA SCIENl!IFIC, INC. 
ATIN:Jczt33 WFSSLING 
4919 GomEN QUAIL 
SAN N?KNIO, TX 78240 

SASclEIirrIFIC, INC. 
AT=.lNzH?@EiIASHADFAN 
4919 CxlLDEN QUAIL 
SAN r@i%XIo, TX 78240 

SA SCIXNMFIC, INC. 
ATlN:H?BFGASHADFAN 
4919 GOIDEN QUAIL 
SAN T+lTEHIo, TX 78240 

SASCIENTIFIC, INC. 
ATTN:HARFiIASHADFAN 
4919 GQLDEN @JAIL 
sm T4TBNCO, TX 78240 

510(k) No: K984484 
FFKXENO: 494 121 8619 

510(k) No: K990108 
FKNElNO: 494 121 8619 

510(k) No: K991442 
PFKJNENO: 494 121 8619 

510(k) ND: I(984415 
FFICNENO: 732-752-8300 

510(k) No: K990630 
PHONENO: 210-699-8800 

510(k) NO: K990684 
FT-KNENO: 210-699-8800 

510(k) No: K990720 
PHONENO: 210-699-8800 

510(k) I\R3: x990741 
PJBNENO: 210-699-8800 

510(k) M3: K990755 
PJXBIENO: 210-699-8800 

DEVICE:LCMICRXYEND 
SE DM=ISICN MADE: 2O-JAN-1999 

510(k) .SUHW%Y Am FR.X FDA 

DlWICFe:LCFLC&WILL 
SE DM=ISICN MADE: 09-M7+R-1999 

510(k) SDHWW AVAZ?QXE FFiCM FDA 

DEVIC!Fi:LCMICROFILG 
SFi DECISICN MADE: 03-JUN-1999 

510(k) SUMWWY AVAILAEZ FRX FDA 

06--JAN-2000 
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DEVICE: S.S. VimTE 'IWHNOlnXES, MCDELS 65OO-D,6500-E, AND 6500-F 
SE DETCISICN MADE: 29-SEP-1999 
510(k) SUWARY AVAIMBLE FXM FDA 

DEXICE:SASADEWTEsT 
SE DECISION MADE: 19-AU&1999 
510(k) tTmTMEW 

DEVICE:MM)IFIC%TI~OFSAS SEFtUM+/DFUXEHcG 
SE DECISION MADE: N-MAY-1999 
510(k) STAW 

DEVICE:SASHGSEBUM~LS 
SE! DECISION MADE: 19-MAR-1999 
510(k) SQTENNC 

DEVICE:SASCNE-STEfppRMa\TANcIs 
SE DmISION MADE: lO-MAY-1999 
510(k) s?aTEMENT 

DEVICZ:SASHa3uRINECWI'ROIS 
SE DECISICN MADE: 19+lAR-1999 
510(k) ,smmMNT 
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SA SCIENCIFIC, INC. 
ATlN:J. WFSSLING 
4919 cxmxiv pcrL 
SAN ANKNIO, TX 78240 

SA SCIENTIFIC, INC. 
A!ClWJ. WESSLIW 
4919 GOLDEN piIL 
iSAN ziNICNI0, TX 78240 

mm. 
ATIWCHARLESPGILL 
56Olw!sTIQ;FBLIID 
NILES, IL 60714 

mm. 
-mm 
ATI'N:J.BARVEY KNAUSS 
11874 SceTIH EVELYN CIRCLE 
rKYJsmN, TX 77071-3404 

SAF-T-MED, INC. 
A!lIlw:JAMEs Ems 
l25OsoITIlI~, suITFi200 
BAmIMmz, IL 6cmO-5011 

510(k) No: K990842 
Ft-KNENO: 210-699-8800 

510(k) NO: K991193 
F3FXINENo: 210-6XM!8CQ 

510(k) No: K980751 
PFDENO: 847~58E!-2355 

510(k) No: K983355 

PEDNENO: 713-723-8169 

510(k) No: K991039 
PifCNENO: 847-842-8444 

SAFESKIN-. 510(k) MX x991317 
OMLGMORLESSOFTOTALWTER -mINPERGRAM 
A7rIN:~VoccsMIEM<c) FFKNENO: 619-509-7010 
12671 BIGH EX?JFF DR. 
SAN DIE&Q Ca 92130 

-m. 
N GLCNES (GREEN, WHITE) 
ArrlN:~V~ 
12671 HIGH BLUFF DR. 
SAN DIE%& CA 92130 

510(k) No: K991951 

plxnE!No: 619-509-7010 

-CORP. 
ATm:ErJQmV~ 
I.2671 HIGH BLUFF DR. 
SAN DIFGO, CA 92130 

510(k) No: K992062 
FBSIENO: 619-794-8111 

-CORP. 510(k) M3: K992162 
wI?HmICD=LABELINGcwM 

Alrm:EuGENEvm PHCNEINO: 619-509-7010 
12671 HIGB BLUFF DR. 
SAN DIEGO, CA 92130 

D?ZVICE:sAsRUlXTES!I' 
SE DEXXSION MADE: 09-AUG-1999 
510(k) S'AW 

DEVICE:SASIXGUTXK 
SE DFXZSICN MADE: 04-MAY-1999 
510(k) SlWTMEW 

DEVICThSABfWEK4040 INFUSIOIVPUMP 
SE DECISION MADE: 24-??EB-1999 
510(k) SUMNRY AVAILAWE FEi0.l FDA 

DEVICE:SABIWEKAE'M-2~AMwTLpfl3IIy PATEmrHmrm,m~sTE 

SE DECISION MADE: 12-MAR-1999 
510(k) sSUMARY AVAILMZE FRQM FDA 

DEVICE:EMYSAFE -NEEDLE- 
SE DECISION MADE: 21-M&Y-1999 
510(k) +SUMWRY ATrmLAI3Le F FDA 

DEVICEZFWDER-FREELWEX +lsUmxN's~sAFEsKINPFSPLUs~s5 

SB DECISION MADE: 21-MAY-1999 
510 (k) SUWARY AXVIABLE FRX FDA 

DEVICX:SAEE%IN EXNIHETIC BINYOFWDER-FREEFOLYMERCQATEDEXAMIWTIC 

SF, DECISION MADE: 26-JUL-1999 
510(k) SUWARY Am FRZM FDA 

DEVICE:- ,l57maapeTRpLF:NITRILlE Ex2wmrrIoNGLmES 
SE DECISION MADE: 25-AW-1999 
510(k) SUWl?@Y An FFUX EDA 

DEVICE:SAFE%INPURFTBKWDER-FREENITRILF: Ezcmm?moNGLQvEsmuSE 

SE DECISION MADE: 30-AUG-1999 
510(k) SUMMARY AWILABLE FRQ.tFDA 
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SAFESKINOORP. 
AlrlN:EuGENEv- 
12671 HIGH BLUFF DR. 
SAN DIEGO, Ca 92130 

510(k) IW: K992210 
PHONENO: 619-509-7010 

SAFESKIN-. -510(k) No: K992830 
ESHIEUXilASTERNITRILEGLWE 
ATm:ElF3awvaooAcHEMo3 FHCNEIW: 619-509-7010 
12671 HIGH BTJJFF DR. 
SAN DIEGO, Ca 92130 

is?GE BIOFHAFNA 510(k) No: K991378 
HCZXCIUM,BIUM,GUX13SE, PYRWATEAND~RED 
&WIN:- mLT.AND PHCBIENO: 949-262-0411 
3722 AVE. SAUSALITO 
IRVSNE, CA 92606 

spI;E-,INc. 
ATIN:DAVID CHETN 
5408 -DRIVE: 
v, LA 71109 

510(k) No: I(991112 
PHCWIW: 318-635-1594 

SALTER- 
ATlNzDUANEKAZAL 
loo WEST SYm RD. 
ARVIN, CA 93203 

SALTER- 
ATIRDUANE IZAZAL 
loo WEST SYm RD. 
ARVIN, a 93203 

SALTERS 
ATlN:DuANE KAZAL 
1OOWESTSYCZMXERD. 
ARVIN, CA 93203 

SAMA KEJUR- SDN.BHD. 
AmN:KuAN TECK 
TANAN BUKIT BELIMBE 
43300 BzimKaE 
SELApJcxxi D.E., 

Sz+NmGSDSoD.,LTD 
ATm:H.lmmN~cK 
2OOlEMT CMGHZESDRnrE 
m, TX 76227 

510(k) No: K990678 
PHCNEID: 805-854-3166 

510(k) No: K991788 
F73CNENO: 805-854-3166 

510(k) No: K992986 
PHONENO: 805-854-3166 

510(k) No: K984229 
PHONENO: 603 961 5981 

510(k) No: K991537 
FBXENO: 940-440-9330 

DEXICE:~KWDER.EQFUFGTENITRILE: EXAMINATION- 
SE DEKXSION MADE: IO-SE%-1999 
510(k) SUM44RY AVAIXBX FKBl FZIA 

DFXI~:SAFE%lNF0LYMER-aXTED NIm ExAiawMoN GrmE3, mm-FRE 

SE DEcISI(xJ MADE: 27-0X-1999 
510(k) SUbWARY AVAILAEW FKM FDA 

DEVICE:FHQSFi-lATEBuFFERED SALm (PBS), Fr-nsm BuFFEmDsALINEwIT 

SE DEXXSICXV MADE: 24-SEP-1999 
510(k) R 

DEVICE:sp13E -msysTEM 
S!i! DECISICN MADE: 02-SEX'-1999 
510(k) SITATEMENT 

DEWICE:FNEiUMWICDEMANDOXYGEN~((pwc) 
SE DECISICN MADE: 07-&W-1999 
510(k) SVmMiNT 

DEVI~:SALTERLABSFBPDFXICE 
SE DECISION MADE: 06-AUG1999 
510(k) SUbWARY AVAIIXKB FEMM FDA 

DEXKE:S?iLTER~SINXZPATIENTUSE EXHAL?QIONAEIW0LFILTEX 
SE DECISION MADE: 24-.SEP-1999 
510(k) tXWW+RY AVAZAEKE FKM FDA 

DEXCCE:LATEX E.xmmwMm GlI.mEs (mm) 
SE DECISICN MADE: 17-MAY-1999 

510(k) STAW 

DEVICE:SAMSUKRAYPAXSYST!EM 
SE DEKTSION MADE: 06-JUL-1999 
510(k) SUMWU! AVAII&ZE FROM FDA 
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ciR&sumSDS(13.,Lrn 
A!ITN:cziRL ?ELErm 
2001EASTQAKsEioREsDRIVE 
c%tEBWX, TX 76227 

+?mmJNGSDSo3.,L'ID 
ATIN:cmL AT,imrm 
2001EASTapxsHcBiEsDRIVE 
m, TX 76227 

SAmJmSDSoo.,LTD 
A!rlN:c2mG ALTcEIm 
2oOlEAST~DRIVE 
NJBRw, TX 76227 

sAMsuNGSDso3.,Lm 
ATrN:cARL AT.JJvm 
2oOlE&ST@%NXR?SDFUS'E 
-S, TX 76227 

SAMYANGOORP. 
m:DAvIDw~ 
2OOGREmRYLANE,SuITEC-100 
FTJasmr HILL, CA 94523-3389 

SAMYANG-. 
A!I'lN:DAvIDWSCHLERF 
2ooGREmFuLANE,SuImC-loo 
PLEASIW HIILL, ca 94523-3389 

SAN-MARS, INC. 
ATTN: IRWIN SILW 
4icvsmmEm 
Eu.EmRD, NY 10523 

SANDHILL SCIENTIFIC, INC. 
ATIN:LINDALD?EDEZ?Icfd 
8955 fi?amr~rNEBLvD., 
UNIT #500 
~QZLAN)S FQK& (70 80126 

-HILL SCIENTIFIC, INC. 
A!t'IN:LINDALDIEDEFtICH 
8955 SXXJIM RIIXZLINE BLVD., 

510(k) ND: K992112 
PIKNENO: 513-786-7458 

510(k) No: K992131 
PHoNENO: 513-786-7458 

510(k) No: K992306 
JXONENQ: 513-786-7458 

510(k) No: K992426 
FTICCENO: 513-786-7458 

510(k) No: K984374 
PHONENO: 925-356-2640 

510(k) ND: x990363 
FRCBIENO: 925-356-2640 

510(k) I0 K983216 
PHONENO: 914-592-3130 

510(k) No: K984444 DEVICE: INSIGHl?GASTROINTESTIN?tLMXILITYSYSIEM,MXX% S98OCNI 
PHONEPD: 303-470-7020 SE: DECISION MADE: lldAt'I-1999 

510(k) No: K990441 
PHONENO: 303-470-7020 

DEVICX: ,SMSUNG RAYPAX FILM DIGITIZER 
SE DECISION MADE: 09-SEP-1999 
510(k) !imNARY Am l?RX FDA 

DEVICE:S7MSUNGRAYPAXLCN+TERMAFXXIVE 
SE DECISION MADE: 13-SEP-1999 
510(k) SUtNARY AMULAEiU FEMM FDA 

DEVICE: SNSUNG~AXDIS~~ION 
SE DEXZISION MADE: 22-.SEiP-1999 
510(k) +SUMX?Y AVAILXXE FEMM FDA 

DEVICE:F?XE'AXWEBCLINICZSYSTEM 
SE DECISICXV MADE: 13-0X'-1999 
510(k) ,SUbMMY AVAILXiU FRX DA 

DEVICX:SUKGIsoRB 
SE DECISION MADE: 04-JUN-1999 
510(k) SmMAEtY AVAILAPU ERZ%f FDA 

DEVICE: BICXEiSHBIOD~AEiLEGTR~ 
SE DEcISICtJ MADE: O?hAPR-1999 
510(k) SUM%EtY ASMLABIE FRcpl FDA 

DlZVICZ:CVSPER%NAL 
SE DECISUXI MADE: 17&i!?= 
510(k) SD&NARY AVAILABU ERX FDA 

510(k) SUM!%! AD FlXX FDA 

DEVI(=E: INSIGHI'SPHINCZROFODDI ld?WmTm MmJLE, Km.% 5981300 
SE DECISICN MADE: 12-MAY-1999 

UNIT #So0 
HIGBLANDsP.?N~&~,~O~~~ 

510(k) SUNMARY AVAILMLE FRX FDA 



&czmslm~I~cDRp. 
ATITV:EDASax%c 
6300 DUMERXKXCIRCLE 
FREtam, CA 94555 

510(k) No: K991594 
PT-CNENO: 510-789-4560 SE DIK!ISI~ MADE: 05-A=1399 

510(k) SU?+ARY AVAIL%LE FEMM 

tci?wmm MEDIaL TMsHNoLM=y, INC. 510(k) In K990930 DEVICE: 3D -cALMEsH 
ATIXDAVIDPLANG PFDNENO: 651-704-9160 SE DECISION MADE: 17-JUN-1999 
5451 JXLLDP AVE. 510(k) SUMMARY A= FRX 
LAKE Eum, MN 55042-9539 

tziAFGmm., INC. 510(k) No: K981141 DEVICE:SAFGCNJIA?-'ELOAD IMFTANT,MXXZLD 
ATIXDANIELJMANLXLI FECXVEIW: 202-261-loo0 SE DECISION MADE: 23-JUN-1999 
2OOOMSTREETNW #700 510(k) SUH%RY A- FTiaM FDA 
B,JX! 20036 
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DEVICX:SAUFLCf'TAERXX3 DISINFEKCING SYSTEM FOR THE DiSlIG'FXTION OF SC SAmm?~cazs,Lm. 510(k) No: K991125 
FT (HYDRtxHILIC) (IrNeAcr LENSES 
ATlXJCHNMSZtAEKXSIK FWNENO: 312-553-0828 SE DECISICN MADE: 14-sEp-1999 
203 N. FWBASH Am 
SUITE1200 510(k) SUHMARY Am FFUX FDA 
cHIm,IL60601 

SCHENNIG ~QEBPRI~E~ ELJRX'E SF& 510(k) No: K993651 
ATJX: (ZECEGE O'NEIL FKBIENO: 
25 SHANN tlX!FWT 
lT!KRGGPARK 
WESIERNAUSTRKLIA, 

DEVICE:O'NEILSlEFULEFIELD~~~~ 
SE DECISION MADE: 23-DEC-1999 

510(k) sm?mGtm 

DEVICE:SWEHED IrtmAmm~CSPERM~Im (ICSI)MIcssmJEcrIoN bt3czwa, INC. 510(k) m: K991700 
PI~EITE~;H~LDINGPI~;DEN~DINGPI~;~I~/~ 

m:-CWILSON PIGENO: 202-637-5839 SE DECISION MADE: 19-JUI.rl999 
555 131H Z.TEUBT, N-W. 510(k) SUMMAFZ A%?GlXGE Fw7M FDA 
w?lsmmm, DC 200@4-1109 

scAND~MEDIcaz,AB 
AlTN:EvA LARSTEN 
- 14 
UP=, 

510(k) m: K990734 
PHONENO: 461 818 0700 

DEVICXDF'D-l2pcx: 
SE DECISION MADE: 28&AY-1999 
510(k) SUMMARY Am FFKX FDA 

-, INC. 
A!rm:m HAKrLEY 
Fo HOX 500356 
IamY, CA 92150 

510(k) No: K984115 DEVICE:scAREAsE& -ADHEsIvEGEL 
PHCNENO: 88&5154141 SE DECISICN MADE: l%FEB-1999 

510(k) m 

ScxIAPPAEGLLIBIosYSTEMS,INC. 510(k) No: K991733 DEVICZ:ACEIDLXRERGENT, LDL-ccRLIBRKlm,LDLdcmmxs 
ATIWSTEVEN DAL?ZSSIO FT-DQENO: 973438243630 SE DECISION MADE: 13-JUL-1999 
368 PASSAICAVE. 510(k) SUMMARY AVAIIXKE FK-H FDA 
mIFmELD,NJ07004 
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ws BtJmLER 
AL-68 
US6340 BAAR, 

510(k) m: K984031 
PIMNE m : 041 766 4252 

ttxzmEJ.Dm (EUROPE) GMW 510(k) IW: K984068 
ATTN:TrmMRs 'MALER PHONENO: 411-872-1171 
-6 
-, 

scHNElD&WC 510(k) No: I(983039 
TDILATtX,EMCEEINFUSI~~~~~,~~ 

PEKBlENO: 518-798X067 A!rm:mRiNLSNIM 
PRUYN'SISLAND 
GLENS FALLS, NY I.2801 

&czaaaLY FImPrIc, G%lBH 
ATI'N:JosEpHRESS 
45FoN3!IAcRoAD 
NExmN, MA 02248 

lcixxxaY FImPMc, GME!H 
ATIN:JCtXPHFWS 
45??fxmAcc 
NE7mxx, MA 02248 

t3CHXW-mcGM8H 
m:- SCHLENKER 
RcmRT-m-sTR. l-3 
DENZLIKEN, 

SC1m 
ATJNzBRENDAMUR!?HY 
1440 EON MILLS RD. 
-, oNI14RIor 

SC=, INC. 
A!l'lNzRALF'HEHOSANCaMP 
MINNESOTA cIzswim, SUITE 1060 
776OFPAMX AVENUE SOUIH 
BLcxlMINGTcN, MN 55435-5803 

SCJENC'X 
ATIWDEBBIE DELCXSSANTOS 
9800 M.Iimuc BLVD. 
AUSTIN, TX 78758 

510(k) IW: x984641 
PHCNENO: 617-965-7714 

510(k) W: K992362 
FTDENO: 617-965-7714 

510(k) NO: K984556 
PHONENO: 034 966 908205 

510(k) NO: I@83679 
PHONENO: 416 445 1600 

510(k) No: K990208 
FTENEIW: 612-835-1333 

510(k) No: K990118 
PHONENO: 512-834-6237 

DEVICE: SPIWVIT, HBXL SP-250 
SE DEXXSICN MADE: 30-API-1999 
510(k) SUMRFtY AVAIUBLE FKM FDA 

DEXICEi:F!LMINW~FsopHpI;EALEXO~IS 
SE DECISICN MADE: 07-JAN-1999 
510(k) SUbMARY Am FKM FDA 

SE DECISION MADE: 07-MAY-1999 
510(k) SXlWARY AVUIAEZE FKM FDA 

DEVICX:FLEXIStB~OPKMXNL 
SE DECISION MADE: 29-MAR-1999 
510(k) SINBMBW 

DEVICE: FLEXISCOP!Z IQ 101 
SE DECISICN MADE: 05-AU&1999 
510(k) t+mamEm 

DJWICEi:SCI~~IC 
SE DECISION MADE: 09-FE%1999 
510(k) ,StMMY AVAIUUXE FRLpl FDA 

DEVICE:SCATIM5~CASSEX'IEAURXLNE 
SE DEXXSION MADE: 04-JAN-1999 
510(k) SIWENNC 

DEVICE:PEBSONKINFWSOl?WITHDRWDISFO%LSEX'IX%RT 
SE DECISICN MADE: 25-MAR-1999 

510(k) SUMMZWY AWGLAEZE FKM FDA 

DEXCC.X:IsoBARSPINATaSY~ 
SE DECISICN b?ADE: 22-MAR-1999 
510(k) SUMMARY Am FRX FDA 



R
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SEAL Z0LYMfCR INDUSTRIES SDN. BHD. 510(k) No: K993326 
SWITHAPROI'EIN -CLAIM (7oMIw oRL!lissPER 
?xrIN:cmNaiIN XNG 
LT 72706, JALAN QHAT, KAhXiAN 
PERINDUSTRIANBUKITMERAH 
LAHAT, 1-h PERAK, 

L5iEaRIsT INDustRIEs, INC. 
AlrTN:m GCOFREY 
4225 EASF L?i PX&?A 
ANAHEIM, CA 92807 

tzcEmRIsT iNDum, INC. 
AIMWGREG GOD- 
4225 EAST LA PAVfA 
ANAHEIM, Ca 92807 

SEDATELM: 
A!tTN:DAVIDWSCHLi%@ 
2OQGREtXRYLANE, SUITEGl~ 
PLBSAKC HILL, CA 94523-3389 

AfMN:DAXtDWSCHLEF@ 
2OOcxtEmRYLANE,SUITEc-loo 
PLEASANT HII& ca 94523-3389 

SEIKO Icrvsm- USA, INC. 

ATm:HEIRMAN -cK 
2001EZiST OAIC%X% DR. 
m, TX 76227 

SEmELxmcNIcso3.,Lm. 
ATIN:BRENDAMKEXGY 
cm-PllszA, 

PIDNENO: 605 322 3200 

510(k) I\R3: K992503 
PFKINENO: 714-579-8318 

510(k) No: K993167 
Fi-KNENO: 714-579-8318 

510(k) No: Kg83798 
FJI-KNENO: 925-356-2640 

510(k) ND: K983800 
PHONENO: 925-356-2640 

510(k) No: K99l282 

PHONENO: 940-440-9330 

510(k) No: K973078 
PI-KXGNO: 201-529-3111 

SUITE #l 
M?4HmH, w 07430 

s!zLlEmMED1zmHERMANN mT510(k) Iw: K992760 
A!C'INZANITA !CHIBEAULT FT-CNENO: 678-461-5559 
9070 BL;uFFvIEw TRACE 
~c6wEu,GA30076 

-, INC. 
m:cARoLADm 
200 FTaxPEm ST. 
wAT,m, MA 02154-3457 

510(k) No: K990939 
PEENEW: 781-647-3900 

DEVIC!Z:NoNsTERILE ~LYMERCC)ATEDFWdDEX?FFCXELATJZX ExAMImTIcNGLovE 

SE DECISICN MADE: 17-NO+1999 

510(k) SUMQRY AVAIIXEZ FEMM ?XXi 

DEVICE: SEZHRIsTAlRdXYCiENMIXER, 3500/3500HLSERIES 
SE DEXXSICN M?iDE: lO-AU'&1999 
510(k) m AVAX?CXE F'FC@l FDA 

DEVICX:~INFANTVENI'ILA'IQ? 
SE DECISION MADE: 10-m-1999 
510(k) SuMMAFly Am FR@f FDA 

DEVICE:SEDATEtECASP~NEEDLES 
SE DECISICN MADE: 27-AUZ-1999 
510(k) SUMb@RY AVXLABlB m FDA 

DEVICE:DN -NEEDLES 
SE DECISION MADE: 27-AUG-1999 
510(k) SV@?ARY AVAILABLF, FXX FDA 

DEVICE:C?XlXE0INl?l72OMEDICAL IcMxERsANDvlDm- Box cx-loo0 

SE DECISION MADE: 3O-JUN-1999 
510(k) SUh@ARY A- = FDA 

DEVICE:WRIST~ FJREsmE METER l"s3xL SE-330 
SE DECISION MADE: 2O-M?JY-1999 

510(k) SUMMARY AVAILABLF: F!IQl FDA 

DEVICE:SELECl?-SUITER MI~BIKXAREORCEPS 
SE DECISION MADE: 25-CCC-1999 
510(k) SUMMARY AVQLABTX FFCM FDA 

DEXICE:Fasr?aKECXMPACCBI0X GLtJaxE~ToRINGsYsrEM 
SE DECISION MADE: 20-AE'R-1999 
510(k) SUMMARY AVAILABL FI&X FDA 
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ciExm1CscDRp. 
A!EN: PAULLKI- 
22705 SAVI R&NC33 PKWY. 
Y-LINDA, CA92887-4645 

WICso3Rp. 
AYiTN:ALEx tlzzrlmzLE.R 
22705 SAVI F3WCI-l PKWY. 
-LINDA, CA92887-4645 

-n 
ATrN:RusTY - 
2170 WXVdARD ST. 
AUSTIN, 'IX 78744-1832 

-mm 
A!!zTN:RusTY SEWELL 
2170 - SIC. 
AUSl'IN, TX 78744-1832 

SERAm TEcHNoLoGy 
ATTN:RUS!l?Y SEWEXL 
2170 iKO+XWD ST. 
AUSTIN, TX 78744-1832 

-TM;HNDIM=y 
AlTN:RusTY l5zmEm 
2170 - ST. 
AusTIN, TX 78744-1832 

SERAm TwINoLI)Gy 
ATm:RusTY SEWELZ; 
2170 WXDWARD ST. 
AUS!lTN, TX 78744-1832 

SERIM-03Rp. 
ATINzRZEKt'JCARFUQ) 
23565 REEDY DRIVE 
P.O. Box 4002 
ELmAW, IN 46514 

SERIM-CORP. 
ATlNzJAMESECBRI~ 
23565 REEDY DF'JS'E 
P.O. Box 4002 
EL,KMST, IN 46514 

510(k) No: K984254 
PHCNENO: 714-283-2228 

510(k) No: K991972 
PHONENO: 800-520-4368 

510(k) p\R): K992395 
PHCNENO: 512-445-5100 

510(k) No: K992770 
PlXNENO: 53.2-445-5100 

510(k) No: K992939 
PHONENO: 512-445-5100 

510(k) No: K993631 
PHONENO: 5l2-445-5100 

510(k) NO: K993715 
PKHW3N3: 512445-5100 

510(k) No: x990206 
PHCNENO: 219-264-3440 

510(k) No: K992341 
EWCNEiIW: 219-264-3440 

DEVICE:INFANi?FKWNCPAPMASKS 
SE DECISICN MADE: 24--1999 
510(k) SUMMARY AVAlGXKE FFXX FDA 

DEVICE:INFANI'~SYSTEN 
SE DECISION MADE: 13-AUG1999 
510(k) m 

DEX'IC!.Z:URINEDRuG%BEEWNG~ 
SE DECISICN MADE: 26-AW-1999 
510(k) fXBM+RY Am FKM FDA 

DEVICE:QJALXKOLl?@lW0~~L,LEVELl,2AND3 
SE DECISION MADE: 12-WV-1999 
510(k) SUbWiRY AVAIIMLE FFUX FDA 

DEVIC!E:QUALITROL 
SE DECISION MADE: 
510(k) V 

DEVICE:QUALI!l'fXX 
SE DEKXSION MADE: 
510(k) ,tmnmBm 

DEVICX:QJALI'KQL 
SE DEK!ISICN MADE: 
510(k) SXWIENT 

064AN-2Oocl 
Page 321 

B PLUS cmImFoL, LEmLS 1,2 AND 3 
09-DEXZ-1999 

nmRtm?KfzR~L,LFvELs1AND2 
09-D-1999 

CARDIAC MARKER cl3mmL, LJWELS, 1,2 AND 3 
16-NW-1999 

DF%'ICE:SERIMEiUZILEZXTESTSTRIP 
SE DECISION MADE: 21-m-1999 

510(k) StMMARY AVAILABLE = FDA 

DEVICE: ClDEXOPAsowpTICN!IESTSTRIP 
SE DECISION MADE: 23-NOW1999 

510(k) SUMMARY AVAILMIX FFXBl FDA 
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SERWDENIRLUSA, INC. 
ATm:ANGELm m 
1770 BIFUX RD. 
I@aXBWX, IL 60062-5908 

510(k) No: 
pI%=NENo: 

SGAFumD-, INC. 510(k) No: 
ATIN: TIYolAs l!zamxm PI-KNENO: 
250 AIMENDRA AVENUE 
Lcs GA!tm, CA 95030 

SHANBIAI ANlTGES INDUSTRIES, INC. 510(k) m: 
ATTN: Jaw w FFDNENO: 
259 YUSHU RD., 
cANGQIIy)WP 

SHANGwlI z+Nmms ImUST!m?ZS, INC. 510(k) No: 
ATTN: JOHN W PI-KNENO: 
259 YusHu RD., 
cz4qIz@lrsmsHIP 

,5Tamm1 CNAMPION PLASTIC PFmUCTSSlO(k) m: 
ATINtJANNAP!lucmR PHCNENO: 
198 AVE. DE LA D' ENEFGXQ 
SPARKS, NV 89434-9550 

K990790 DEVICE:VISICNFQRZXXN 
847-205-1778 SE DECISICN MADE: 02-APFG1999 

510(k) SIllTEMENT 

K990101 DEVICE:PAINaNIRX INFUs1cN!xJIQ 
408-399-4638 SE DECISION MADE: 19-M?%&1999 

510(k) SUbWRY Am J?RZM FDA 

K992017 DEXCCE:DISRXABLE WCSYWBEI'IC Ez%MnATI~(=L(xrEs,mER~ 
011 862 157814213SE DECISION MADE: 05-AX-1999 

510(k) SIHJMWC 

x993049 DEVICE: DISHXABLF, WCExTwmFm &sYbnmmIC -oNGLcwEs 
86 21 5781-42132 SE DECISION MADE: 19-NW-1999 

K994036 
775-342-2612 

K992031 SHANBTAIcuANGzHENGm- 510(k) W: 
IM (50 MI(xasAte oRLEss~~soLuBLE -W 
ATIwJzwNAPnmJm Fi-KZENO: 775-342-2612 
198 AVENUE DE LA D'EMERALD 
SPARKS, NV 89434-9550 

--m. 510(k) No: Kg92205 
ATIN:SUSANDGQLDSTEIN-FALK PIBNEIW: 203-431-1511 
55NoR!nmwBLvD 
SUITE200 
cRE!AT NECK, NY 11021 

EzGmmxm-m. 510(k) No: K992206 
AlITN:SUSANDGOIDSTEIN-FALK PHONENO: 203-431-1511 
55bmtmERNmw 
SUITE200 
GF@AT NECK, NY 11021 

sHANEHAIIx36Mc6w. 510(k) No: Kg92271 
ATTN:SUSANDGOLDSTFJN-FATX PIDNENO: 203-431-1511 
55 NcxlmmJ BLVD., SUITE 410 
GREAT NECK, NY 11021 

510(k) ScATQmm 

DEVICRPRE-~EREDVINYLEXAMGXWE,NoNSTERILE 
SE DECISIGH MADE: 20-DEC-1999 
510(k) STXmGNC 

- 

DEVICE:IATEX Ex.Nmmn~GLovEmERFREE,wIm~IN-~ 

SE DECISICN MADE: 12JuL1999 
510(k) SUtWGtY AWGLABXE FIX&f FDA 

DEVICRPFtEZWDEEGZDVINYLPATJXNI' EXAMINATIONGL0VES 
SF, DECISICN MADE: 23-JULr-1999 

510(k) t+XlMMY AVAILABLE: ?XF0¶ FDA 

DEVICE: R.NDEFWF@EVINYLPATIEWT ExAMmATIoNGLmES 
SE DECISICN MADE: 29-JUL-1999 

510(k) SUMARY AWJLABLE FRN FDA 

DEVICE:PRE-KMXREDVINYLPATIENT EXAMINATIoNGL0VES 
SE DECISION MADE: 01-0X'-1999 
510(k) SUM&WY Am FfiaM FDA 
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w-m. 510(k) No: K992272 DEVICE: PER-F'REEVIN'GPATIEWT -0NGLouEs 
ATlN:SUSAND -IN-FAI;K FBONFINO: 203-431-1511 SE DECISICN MADE: Ol-(Xl-1999 
55 NoFammN F!mD., SUITE 410 510(k) SUWARY AWILABLE l!XM DA 
GRFAT NFXX, NY 11021 

SHANGHAI Huz#W Gl#GS OX, LTD. 510(k) RR3: K984460 DEVICE:RXXR-F'REEVINYLPATIFNC ExMINATIoNGLuvEs 
A'l.TN:SUSAND GY3UXiEIN-FALK FJKNENO: 203-431-1511 SE DMJISICFJ MADE: 09-FE&l999 
55NcIiTHEFwBLm, SUITE200 510(k) SUbNARY AWGL?GW ERaM FDA 
GREAT NErx, NY 11021 

SHANQSAI HuAMW GLOVES CD., LTD. 510(k) No: K984461 DEXICE:PRE-WGIXRVINYLPATIEIVT EXWIINATICNGWVES 
ATIN:SUSAND GOLDSTEIN-FALK FTDIEND: 203-431-1511 SE DECISICN MADE: 09-!?EB-1999 
55IwzmHmBLvD,SUITE200 510(k) SUWARY AWILABLE FEMM FDA 
GREAT NECK, NY 11021 

SHANGHAI ICP?ICO. E'LASMC & RUBBER P510(k) MX K990186 DEJVICE:SYNlI%MC~ER-=NITRILEPATIENT EzQmmAT1oNGLcwEs 
AfmN:FRANK LIU E%ONENo: 909-590-9358 SE DECISION MADE: 21-JUN-1999 
13945MWNOLIAAVE 510(k) SUMAF-Z AVAILMLE FAaM FDA 
CnINo, CA 91710 

SHANGHAI Jmmt PLASTIC PmxKTS c510(k) No: K983613 DEVICE:PREi-WE%@DNCH-STERJIEVINYL EzmcmAT1mm 
A!rImJANNAPTtKxEEt PHONENO: 775-342-2612 SE DECISION MADE: 27-CCT-1999 
198 Am DE LA D'EMEWiLD 510(k) ,!Zwmmm 
SPARKS, NV 89434 

SHANQIAI PALCMARMXNFAIN INDUSI'RI51O(k) No: x990081 DEVICE:DIS~VINYL SYNIwTIc~GIIxrEs,FowDERED 
A!rm:DANNY WAm FKNEIKI: 011 862 15772772253 DEZISION MADE: 19-EW3-1999 
~~AornSBIP 510(k) SINmGWC 

SFMGBAIPAXMARMXJNWGN mwTm5lO(k) NO: K990117 DEVICE:DIS&WABLEiVINYL ~IcExAMGLovEs,mm~ 
AllN:DANNY WANG FXNENO: 011 862 15772772253 DECISION MADE: 19-FEB-1999 
~.Jm&QIAoTcmNSHIP 

510(k) m 
-, 

SHANQIAI PAL@!-AR MXNIIMN INDUSTRI510(k) IW: Kg90267 DEXIcE:JXNDEFtEDBLUENITRJ.LEMEDICAL EixmmATIcN~ 
ATIN:DANNYWWZ JXCNENO: 011 862 157727722% DECISION FADE: 29-MAR-1999 
#lBIYURD., CMZQIAOTWWHIP 510(k) STATmmt 
--, 

SHANQlAI PALmV! WXNFAIN mXJS!I!RISlO(k) No: K990299 DEVICE:FCNDERFREFsBulECO~LYMERNITRlIEMEDICAL ExzemwrIoNGLQvFs 
A!FIN:DANNYWANZi EFDNENO: 011 862 157727722s DECISICQJ MADE: 29-M?iR-1999 

510(k) STAmmJT 
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f+zmm%d PAKM?+F~ &fm?mI~ IbmJSmI510(k) No: K991457 DEVICE: DISRXABLEVINYL +!zmm+mcmGLcxIEs,mmm 
A!I!IN:DANNYWANG PIENElNO: 011 862 157727722SE DECISION MADE: Ol-JULr1999 
#lBMJFtD.,C?WQ~~SHIP 
-m 510(k) S!mmGm 
SHANQlAI, 

SHANGHAI PAu3EIAR l-%xNWN INDWTRI510(k) No: I@92100 DEVICE:PVC (POLYVINYLCHLORIDE) .SYMXETIC fezmmmTIcN~,mERE 
D 
A!rm:DzuN!f WANG PKINELNO: 011 862 157727722SIZ DECISION MADE: 29-JUL-1999 
#lBMJPD., CANGQIMTOWNSHTP 510(k) sI;4TEIsIIENT 
-sHANBfAI, 

sHANMuINSTITurEoFuLTRAsoNI c mSlO(k) No: K984161 DEVICE: CI'S-310(B) 
A!JTN:FioBEm - PHCNENO: 925-210-0715 SE DECISICN MADE: 05-MAY-1999 
1106 c.XIL= DRIVE 
- cx?mK, CA 94596 

510(k) SUbMARY AVAILANX FFKM FDA 

SB?NUJINSTI~OFUL~ C m'510(k) No: K.984203 DEVICX:SIUIAFGfiE8OOPLUSULTiWXNNO IMAGm SYSTEM 
AfITN:- IaxxN PJSONENO: 925-210-0715 SE DEKXSICN MADE: Ol-NW-1999 
1106 (Z-IILm DRIVE 510(k) SUbWARY AVAXABLE FRX FDA 
FWZNUT cRFM, CA 94596 

- Tl3cHmmm, INC. 510(k) IW: K990175 DEVICE:SHEWHES (m-m), STERILE 
ATTN:La+llmmsm Pi-KNEW : 44X-977-0144 SE DECISICN MADE: 21-API-1999 
334 - ST. 510(k) m 
SAN JCSE, a 95112 

L%-lEEN~m.03.,Lm. 510(k) No: K9926%6 DEVICE: DISRXABTX Fx3mERFBEENI~~(;uxIE,BLuEo3u3R 
m:m I-KJAK PHONE iW : 011 886 55575937 SE DECISICN MADE: 24-SEF-1999 
1w3.16, 'IOU KUNG SIX RD. 
!Iw-LIuErmmm INDUST. AREA 510(k) m 
Mu-LIU, YUN-LIN, 

t5zEimIGB, INC. 
ATIN:!!?Jxcm GABBAY 
67 E. WILLCW STREEX 
MILLBmN,NJ07041 

510(k) No: K991567 DEVICE:SHFJXIGHIKMEACTTISSUE~~P~/~P~. 
PHONENO: 973-467-7861 SE DEXZISIa MADE: 14-JUIr1999 

510(k) .SUWARY AVAILXUZ FKH FDA 

SHENWEI (USA), INC. 510(k) No: K983145 DEVICE:TEXIWEDFWDEFG?REELN'EXEXAMGWITRAT.OEVEPAANDPKOI 
EINCXXfXIQIABELIIKGCMIM(50MICFGFWSORLESS) 
A!mNtEmLEL~ PHCNENO: 510-429-8690 SE DECISION MADE: 26-m,+1999 
2845WIIPPLEFtD. 510(k) sxR!mmm 
UNIoN CITY, CA 94587 

ISBENWEI (USA), INC. 510(k) No: K992200 DEVICX:TEXWREDFCWlXR-mLATEX EXAMlXUICNGLOVESWITHALOEVERAG 
REEN,C?XTAINS5OMoGMGRLESSOFTUCALWATEREXNCIWW 
AlITNtBELlLEL~ PHINENO: 510-429-8692 SE DECISION MADE: 17-AK-1999 
2845bHIPPLERD. 510(k) SllATEMENT 
UNION cm, CA 94587 
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SHlELDm- (M) SDN5lO(k) IKX K991743 
~IcNGlxlEWITHPFUCEINCKXWENT LWELlXCLAIM(50 
ATIN: E. J. 93IT-l PJSNdNO: 410-451-0639 
P.O. Bclx 4341 
mm, MD 21114 

SHIELD-v (M) SDN5lO(k) No: K991744 
-wITHwIBBLFx=uMm 

ATIN: E. J. SMITH PHoNENo: 410-451-0639 
P.O. mx 4341 
czRcFKN, MO 21114 

-mm (M)SDN!Sl~k~ $; 
GLCWZSWITHAPFUlEINCXXIENT 
ATIW: E. J. SMITH FSZ?ENO: 410-451-0639 
P-0. mx 4341 
ctmm, &ff.I 21114 

fiTmaD-- (M) SDN5lO& I$ g91746 
ImEwIm~IN~~ -OR 
A!tlN: E. J. SMITH PKINENO: 410-451-0639 
P.O. Box 4341 
cKm'IcN, MD 21114 

SHIELD GLmEE'- (M) mf5lO(k) No: K992417 
cXEINL?mLINGC!LAIM)2OOMCBlCRLESSOFlUIALWiTERExTR 
Al-TN: E.J. SMITH FEWEND: 410-451-0639 
P-0. Em 4341 
(3?cmCN, MD 21114 

sHIELD(=uJvEs- (M) SDN510(k) No: K992418 
cBJGLcm~ANDwI~ mSCENTANDWITHm1 
ATIN: E.J. SMITH PHCNEIW: 410-451-0639 
P.O. mx 4341 
cl?xttm, MD 21114 

sHIEIl)Gz(xIEsm (M) SDN510(k) I0 K992419 
cNGTlcxEwIm~IN axTrENrLABELIN&cLAIM(2oo~oR 
ATIN: E.J. SMITH FIENFINO: 410-451-0639 
P.O. Em 4341 
c!ra?KN, MO 21114 

DEVICE:ROYALSHIEXDKXV~ EsmBLEGuMscENrED l3ImER-m LATEX 

SE DECISION MADE: 23-JUN-1999 
510(k) SUWARY Am FRX FDA 

DEVIC!E:SM?iRTSHIEWNCN-m Fcxmm-~,BLuENI!r!RILEExAMINATIcN 

SE DECISICN MADE: 23-Z&1999 
510(k) SuMMAIiy AVAILAEW FRX FDA 

DE!VICE:F!OYATe,SHlELDNCXV~ Fcmm-~,~LATEx~IoN 

SE DECISION MADE: 23-JUN-1999 
510(k) SW&WY AVAIUBLE FK%l FDA 

DEVICX:F0YALSHDXDFWD~-FREEPINEAPPLE~~~I~G 

SE DECISION MADE: 23-JUN-1999 
510(k) SUBBQFY AVAILAEW FRX FDA 

DEVICE:RXALSHlELDNoNsTERILE mEREDIATEx EzmmmT1mm (PR 

SE DEKTSICN MADE: 13-SEP-1999 
510(k) m Am FRX FDA 

DEVICEi:ROYAT.,SHIEWIWN-ZTBRIU PINKcmmmmmsEDLAmxExrwINmI 

SE DECISICN MADE: 13-B%1999 
510(k) m AVAILWXZ FRX FDA 

DEVICX:KXALSHIEZDIWN-m ~CXOREDRXDERCDLWE.XEXWINATI 

SE DECISICN MADE: 13-SE%1999 
510(k) .SUWWY AVAIIXU FRX FDA 

DEVICiC:FWDERFF@XVINYL ETxmmmrIoNGLGuES SHIm m PLAsTIc G&,510(k) No: K983856 
ATrN: XIN-LAI zmu EKNENO: 011 860 311770214sE DFCISICGJ MADE: 21-JUN-1999 
No. 37 zHcNG611lAsaRHm 510(k) ,!mnmmT 
sHIJIAztxRwG,HEBEI, 
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SHI-BRE;?wIIEN PL~TIC m.,5lO(k) No: I(983893 DEVICE:p(IwLIEREDVINYLEX?WXXMCN~ 
ATTN: XIN-m zmu Fi-KNENO: 863 117 024360 SE DECISION MADE: 2l-JUN-1999 
No.37 -mm 510(k) ,smTmmm 
SHIJIAztfiTANG,HEBEI, 

SHIW DIILY PLASTICS PRmm5lO(k) No: K992463 DEVICR~ICEXXVDER-FFtEEVINYLPATIlWl' ExAMmAT1mm 
ATIN:- zzu PENENO: 011 863 113830158SE DECISICN MADE: 30-A%1999 
No.16 ZHI NCNGRD. 510(k) .SUMMNU AVAIXBLE = FDA 
=I-, 

SHIm DILLY PL?cfZTICS mmKZlO(k) No: K992464 DEJVICE: SYIWBTIC~E?tEDVINYLPATIEWT ExAmNAT1mm 
ATIN:xzcNaAI zmu FHXENO: 011 863 113830158SE DECISION MADE: 14-SEP-1999 
NO.16 ZHINXGRD. 
m-, 

SHIV GREAT VISION PLASTIC 510(k) M): K992555 
ATIN:KAPEN ABEL PHONENO: 909-590-9358 
13945 b!AGNOm AVE 
WNO, CA 91710 

SKTJIA~HUANG c$?m!c VtsICN PLASTIC 510(k) m: K992861 
S 
ATIN:SUSANDG0IWI!EZN-FALK FXINENO: 203-431-1511 
13945 MXIVOLIA AVE 
aaN0, cl 91710 

w cs%'r vrsIaI PLASTIC 510(k) No: K992862 
ATIN:SUSANDGOLDSTEIN-F'ALK FFDNENO: 203-431-1511 
13945 -IA AVE 
a-rim, a 91710 

SHI-m PLASTIC PMXJ5lO(k) NO: K992860 
!IEoLcR 
ATIN:GuI-XI LIU !GKNENO: 863 113 613127 
NJ.1135 m-HuAwEsTm 
HImc1Ti 
HEEEIPFcmIwE, 

DEVICE: DISPOSABLE: EcmERFREEvINYLrsxtmmr1c ExmmmrI~GLcxrEs,wHI 

SE DEcISIcbJ MADE: 24-SE%1999 

510(k) SmTEMWr 

SHIm I-KXZAY PLAsTIc PFWuSlO(k) No: K992922 DEVICE: SENSI-pw3, D1SRXAlZ.E FcsmmDvINyL syNTHETIc~IcNGLc 

510(k) SUMMARY AVAIMRLE FF0l FDA 

DEXtCE:SYNMETIC~~-FFZ?EVINYLPATIENTMAMIMTICNGLCWEs 
SE DEXXSICN MADE: 14-GCT-1999 
510(k) SUbMARY AWILZBLE FRX FDA 

SE DECISION MADE: 06-0X-1999 
510(k) ,SUMARY AVAILXXE FRX FDA 

DEVICE:SYNlXETICFWDERED(YELXX'?)~PAT~ EcxmmAT1cNm 
SE DEYZISICN MADE: 29-NW-1999 
510(k) SUMGFX AVAIIAXE FROM FDA 

VES, WHlTE (ImAx 
ATIN: GUI-XI LIU 
No.135 XIN-HUAWESTPD. 
=I-, 

FHONENO: 011 863 113613127SE DECISION MADE: 06-CCI-1999 
510(k) ,smTEmm 

SHIW EKNXUGG PIASTI~~ PR5lO(k) No: I(992797 DEVICE:SYNlWECICEWDIB?EDVINYLPAT~ EzmMINmIcNGLI3nJEs 
ATm:KAmN AT3EL FKNENO: 9092384828 SE DECISION MADE: 05-NOV-1999 
12390 I?&SL' END AVE 510(k) SUMMARY AVAILMXE FRX FDA 
a-mvo, CA 91710 
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lMIMADzu axP. 510(k) No: K990715 
ATTN:MI- FISHBACK PHONENO: 310-217-8855 
20101 ScurH -AVENUE 
EWANC!E, CA 90502-1328 

SHIMADZU CDREJ. 
Ts w/FLmFQ OFTION 
ATIN: MI- FIB 
20101 !ixt?lM -AVEtWJE 
-, C!?I 90502-1328 

510(k) No: I(991553 

FT-KXWNO: 310-217-8855 

sHIMADzumIc4LSY~ 510(k) IW: K984156 
TX w/EuTw) oPl!IcN 
ATIN: MIa-mEL FIsH8Acx E?-DNENO: 310-217-8855 
20101 SCUIR VElFKST AVE. 
7xZBRWE, CA 90502-1328 

m-SE, INC. 510(k) ND: K993231 
ESWIWiWITEPIGMl'@UADDITIvEs 
ATIN:HuAN- LI PHCNENO: 978436-9980 
17A STRUNG RD. 
NCRlV BILLERICA, MA 01862 

- -SE, INC. 510(k) No: K993240 
LWESWI'IHWITEPIC%5Q?I'ADDITIVES 
mHuAN- LI PiXNENO: 978-436-9980 
17A STERLING FtD. 
NcRE-i BILLEFUCA, MA 01862 

-~mTHcAREo3., LTD. 510(k) No: K980024 
ATIN:- KfYruLA F?XNENO: 516-482-9001 
55NOFammNEwD. 
GREAT NECK, NY 11021 

SHIvAMEDIc7aELTD. 
ATlNzJAMESFUXAN 
314 N. HUNI!ER ,?3F@EP 
BALTIMDRE, MD 21202 

510(k) No: Km984610 
PHONENO: 301-261-3776 

SHIvAMEDIaFaLm. 
A!tl-NzJAMESF~ 
314 N. J.UWIER STFZET 
BALTCMDRE, MD 21202 

510(k) No: K984615 
FKNENO: 310-261-3776 

sHuENNBpL)sHINGcDRp. 510(k) m: K990719 
ATIN:wIE cz-m PHCNENO: 886 225 922288 
1lTH FL., 35, MIN cz-lum w. RD 
TAIPEI, 

DEVICE:SHIMADZUCEILINGTUBESUPRJFtTCH-3CGH 
SE DECISION MADE: 16-m-1999 
510(k) smTEM%W 

DEVICE:SHIMADZUWKZEBIzIIYX-RAY-= !ScmmERscT-7m 

SE DECISICN MADE: 08-JON-1999 
510(k) ,smnmm 

DEVIC!E:+SHIMDZUwHoLE~YX-M-B &smNNERSCr-7ooo 

SE DFZISION MADE: 21-m-1999 
510(k) SmTEMEm 

DEVICE: SENSI-m DISK)SABzW ?iaimmDvINyL fam!HJnIcExAMINATImG;uxI 

SE DECISICN MADE: 27-WJ?-1999 
510(k) sZATmEW 

DEVICE: SENSI-m DISW FammFREEvINM, SYNlHEZICEXMINATICNG 

SE DECISICN MADE: 27-ocT-1999 
510(k) smrEMmr 

DEVICE:SHINMEDMZDELSW-966ULTRA%NI cNEmL1ztER 
SE DECISION MADE: 03-SE!P-1999 
510(k) SUMARY AVAZABLE FfMM FDA 

DEVICE:~ERFREENITRILE EX7mmATIcNGxcms 
SE DECISICN MADE: 09--1999 
510(k) SUMAFtY AVAILABU FIMM FDA 

DEVICE:FWdDEREDNITRILE EXAmIwmcNm 
SE DECISION MADE: 17-FEB-1999 
510(k) SWMAFZ AMILABIE = FDA 

DEVICE:EARu3oPFACEM&SK 
SE DEICISICN MADE: 12-JUL-1999 
510(k) STWEMNC 



SUENITJERADDFWSLISTIbGFoRCDRHSUBSTAWIAILYEQulmmm (=) 510(K) - OR 510(K) m 
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SIEMENS CDFP. 
~KMYLEENRUJMG@WD 
186imDAvE., xxnH 
IbsELIN,NJ08830 

sms CORP. 
ATm:KATHmcN - 
186wmDAvE., SwIn 
ISEWN,M08830 

SIEMENS mRP. 
ATIN: ATJICIA Bu-SEN 
186wxnAvE., scum 
1SE.LIN,NJ08830 

s- CORP. 
ATINzWLHLEEURuTHERFIsRD 
186wxmAvE., k%xJTH 
ISELIN,NJO@330 

sms OmP. 
ATIN:KA!MiGNRIpMERFoRD 
186wnlAvEL, SOUTH 
ISELIN, NJ 08830 

sms cxxzp. 

i!itLLIcIA - 
186rnAvE., sorrm. 
ISELIIN, NJ 08830 

slEMENSMEmcxLaxP. 
ATTN:- SraMM 
186WXIDAVE. So. 
1SELm,NJ08830 

slEMENSmI~SY~,INc. 
ATlN:DAVID SIMARD 
16EUtYRCWcSAVE. 
DANVERS, MA 01923 

ATIN:KAVlRYNBmD 
404ONELSONAvE. 

510(k) IW: K984221 
PHONENO: 732-321-4500 

510(k) ND: K984224 
PHONEIQ3: 732-321-4500 

510(k) No: K991600 
FKNENO: 732-321-3243 

510(k) IW: Kg91652 
PHONENO: 732-321-4625 

510(k) IW: K992925 
FWNEFD: 732-321-3950 

510(k) I0 K993947 

PKNENO: 732-321-3243 

510(k) No: K984634 
PlbDEhD: 732-321-3950 

510(k) No: K973971 
PHCNE No : 978-907-7500 

510(k) No: K982952 
ET-DNENO: 925-602-8027 

06-JAN-2ooo 
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DEVICE:~CNALMRIP~E~VISICNMR 
SE DECISION MADE: 12-FE&l999 
510(k) SLUWiRY A- FI0d FDA 

DEVICZ: PJG!FUSIcNPACKAGEFoRMMWICM VISIONAND SyMpHaMlsYm 
SE DECISION MADE: 02-FEZ-1999 
510(k) SuMMARy AVAIWBLE FFUN FDA 

DEVIC.Z:SOM?mNPLUS4WIZ-ISLlDINGGANTRYOETIcN 
SE DECISICN MADE: 09-JUN-1999 
510(k) SUbMARY AVAILABLF, FZMM FDA 

DEVICZ:HIGHENDsGR?iDlENJ!S/MAMEICMSYMPH%YSYS'ml 
SE DECISION MADE: 03-AU&1999 
510(k) SulvplARy A- m FDA 

DEVICEi:AX WJRKSTATICNDR-VTEWEEt SOFIWREOPTION 
SE DZISION MADE: 23-WV-1999 
510(k) SUMi%RY AVAIL?Qm = EDA 

DEVICEi:KooRDINANTANGICGWE'HI CAM)OPERWINGFUXMMZJDEL,X-RAYTAEWF 

SE DECISION MADE: 21-DEC-1999 
510(k) SUMMARY Am = FDA 

DEVICE: 3D-ANN0 
SE DECISICN MADE: 12-MR-1999 
510(k) .SUW?Wf AWILABLE FEMM FDA 

DEVICE:KICN ANEsmEsIA SYSTEM 
SE DECISION MADE: 13-SEF-1999 
510(k) SUGARY AVAILWLE m FDA 

DEVICE:IMFAST 
SE DECISICN MADE: 05-MAR-1999 
510(k) SUMWU AWIIABlZ = FDA 

-, CA 94520 
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I SIEMENSMEDIcAz,SY~,INC. 
A!ITN:l?!zmRrw- 
2501 I'KRIl4 BARRZNGTCN RD. 
HOFEMANESIATES, IL 60195-5203 

sIEMENsMmICALsy~, 
ATTN: STEVE HELSIER 
22010 S.E. 51ST STREET 
In, WA 98027-7002 

INC. 

INC. 

2501 NXIH m RD. 
mm-, IL 60195-5203 

sIEMENsMEDIc!ALSY~,INC. 
ATIN:- b57mNEk 
186 MXD AVENUE scxml 
IsELIN,NJo8830 

SIEMENsMEDICALSY~,INc. 
ATm:RoBERTW~ 
2501 ITOFUX m RD. 
mm ESTATES, IL 60195-7372 

slEMEmMED1aLS!mlmS,INC. 
ATIXKATHRYNBDCM) 
404ONEUXXJAVEi. 
-, ca 94520 

slEMEmsM!xD1aLSYSTEMS,INc. 
A!rm:- - 
186 FzlxD AVENUE SOUIX 
ISELIN, NJ08830 

SIENQ), INC. 
A!TINE- DEBIASE! 
4892VANGORM=NSI'.,UNIT203 
hliwmam,a380033 

SIERRADIXNCH'ICS 
AlTNzmRS'lSXE 
1900 K Sl?REEZ, N.W. 
-, M= 2COO6-1108 

SIGNADIXMXT Its, INC. 
?S!XN:WILLI?MRGILBERI 
545 ,'XUlHmAVE. 
STLOUIS, Ml 63103 

510(k) NO: K991922 
ET-ENENO: 847-304-7516 

510(k) No: K992046 
5T-ENFJm: 425-557-1629 

510(k) No: K992073 
FBXENO: 847-304-7516 

510(k) No: K992660 
PKNENO: 732-321-3950 

510(k) NO: K992731 
F%ON.ENo: 847-304-7516 

510(k) m: K993425 
FFmE m : 925-602-8027 

510(k) No: K993731 
FT-DNENO: 732-321-4625 

510(k) NO: K984141 
PHCNEIW: 303-420-1148 

510(k) No: K991268 
PHXWNO: 202-496-7620 

510(k) No: Kg84574 
PHCNENO: 314-286-6693 

DEVICE:DIGITALI?@GIMifX3TEM(BSR) 
SE DECISION MADE: Ol-SEP-1999 
510(k) SUMdARY AVAILXUZ FFXX FDA 

DEVICE:XXZINE7XXDIAGIUXtCUL~SYSTEM 
SE DECISICN MADE: 13-AUG-1999 
510(k) ,%M?ARY AVAIL&XE m FDA 

DEVICE:AX -ION 
SE DECISION MADE: 09-m-1999 
510(k) SUNMRY Am = FDA 

DEVICE: URF DIGITAZ, - OT 
SE DECISION MADE: 05-m-1999 
510(k) = AVAIIABU FEMM FDA 

DEVICE:E.Cf!MaXFUlXR 
SE DECISICN MADE: lo-NOV-1999 
510(k) SUMtQRY Am FRCH FDA 

DEXtCE:PRIMUS 
SE DEiZISICN MADE: 26-NW-1999 
510(k) SU%AR!f Am FIad FDA 

DEVICE:SONATAGRADlENI'S/MMNEItX~SYMPHCNY~ 
SE DECISICN MADE: 23-DEC-1999 
510(k) SUM!ARY AVAIUBIE FF&X FDA 

DEVICE:GBACT+KIT 
SE DECISIOf'i MADE: 28-MAY-1999 
510(k) SOMb!XY AVAILABU FFad FDA 

DEVICE:GCMHlXT~ DEXECIYIONKIT 
SE DECISICN MADE: 11-AUG-1999 
510(k) SUMMARY AVATLABU m FDA 

DEVICEi:INFINITYGLUtXXZGuKxlsE 
SE DECISION MADE: ll-F'EB-1999 
510(k) m AVAIUBLE FlMM liDA 



m
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SILIMED, Lzx: 
ATlN:EJSMITH 
P.0 Eox 4341 
CROm, MO 21114 

510(k) iw: K974481 
FT-nm No : 410-451-0639 

SILIMED, Lr.c 
ATJN: E.J. SMI!W 
P.0 Box 4341 

510(k) m: K980222 
EWONENO: 410-451-0639 

CRQm, MD 21114 

sIMExMED1cnL,INc. 
~MICHEXEJEATiG 
56OINDUSTRYDRIVEi 
-, Wi 98188 

510(k) No: K991067 
l=HCNE NO : 206-575-2368 

SIHSDJXClX,INC. 
S 
ATImLISA m 
1265 GREY FOX RD. 
ST. PAUL, MN 55112 

510(k) No: K984055 

FFKNENO: 651-628-7224 

SIMDELTEC,INC. 510(k) No: K990083 
OIR,MZiXFlEDS!ZCURITSHEiLL,SEUJRITYSHELLADAmER 
Alrm:EDwARDW~ FBCBENO: 651-628-7166 
1265 GREY Fox RD. 
SC. PAU.L,MN 55112 

SlXSDEXZ'EXZ,INC. 510(k) No: K99l255 
AlITN:-w- Pi-KNENo: 651-628-7166 
l265GREYFOXRD. 
ST. PAUL, MN 55112 

SlXSDEL'DX,INC. 510(k) No: K991301 
DADDCN~I-SIPIICeT~~,CADDAIXIII;JI~~~wIml 
A!tTN:EDwARDW~ FWNENO: 651-628-7166 
1265 GREY FOX RD. 
ST. PAUL, MN 55112 

SI%DJXIEC,INC. 510(k) No: K991599 
ArrmJ:-ws FFENENO: 651-682-7166 
1265 GREY FOX RI). 
ST. PAUL, MN 55112 

SIbBDELTEC,INC. 
ATIN:LISAJSXXW 
1265 GREY FOX RD. 
ST. PAUL, MN 55112 

510(k) I0 x992697 
PKINENO: 651-633-2556 

06-JAN-2Om 
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DE?JICE:SILIMED~ (SALINE FILLED) BREAST IMPLANT 
SE DECISION &i&DE: Ol-FEB-1999 
510(k) fxC=mmr 

DEVICE:SILl2dEDF'REFILIEDSALINfZEiF@ASTIMPLANr 
SE DECISICN MADE: 01-FEZi-1999 
510(k) SIIATEMENT 

DEVICIE:MXXFICN'ICXOF:DA!AMRIPIKX: 
SE DECISICW MADE: 27-APR-1999 
510(k) STATEWm 

DFYICE:CLINIC%THFQL!G'XW~~ m-y IN- CATHETER 

SEC DECISIGN MADE: 29-JAN-1999 
510(k) SUbNARY AVAILABLE FEXX FDA 

SE DECISICN MADE: l2-FEE1999 
510(k) fX3MARY AVAILMXE m EDA 

DEVICE: C%DlhTPN ADMINISTFWICN SET, MXBL 21-7071 
SE DECISICXV MADE: 09-JUN-1999 
510(k) sXJ%nRY AVAILABLE FIQd FDA 

SE DECISICN MADE: 09-JUN-1999 
510(k) SUMW?Y AVAILABLE FRN FDA 

DEVICX:C7iDDADNINISTRATI~sET 
SE DECISICN M&DE: 15-JUN-1999 
510(k) ,!XBMWf AVAILABX FEMM FDA 

DEVICE:=-A-CXCHIITRANS-ANERIALpERcullANEcuSSY~ 
SE DECISICX MADE: 18-W-1999 
510(k) SUMWRY Am FRZH FDA 
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SIMSDELTEC,lN!. 
ATlN:LISAJSTCNEi 
l265GR?ZFoxR~. 
ST. PAUL, MN 55112 

SIMS EORTEX, INC. 
ATIWTIMYIHYJTALCUIT 
10 EKMMAN DR. 
KEENE, NH 03431 

SW FOKJXX, INC. 
6 
ATlNzTIMXHYJQXC0lT 
lo EKWMAN DR. 
KEENE, NH 03431 

sm KlFcrEx, INC. 
L# 4910-18 
ATTNzTIWlHYJTALCUIT 
10 - DR. 
KEmJ3, NH 03431 

Sm-LATEXSDNBHD 
ATIN: A.S. TAN 
IXII: 118, J&LAN IIx;AM, 7 
346cmmIPIm 
FERAKDARuLRIDzluAN, 

SINETIMEDmSDNBHD 
ATTN: A.S. 'I2W 
LlsT 118, J?ciw LCC%M, 7 
346cmmIPING 
PER% DARUL RlDzuAN, 

SllioNAD~SY=GblBH 
A!lTN: SHEILA HE?.MEm-HEYER 
49 PL?aN lcz?Emn 
NOKIH ATTLECW, MA 02760 

SIRUNADENALSY.STEXSGMBH 
ATTN: SHEILA HFlMEKN-m 
49 PLAIN z5iTREm 
NORTH A'ITLFB)R, MA 02760-4153 

SI?m,mc. 
~RXERTHbWARTHY 
3456 N. RIIKE AVENUE #lo0 
ARLINGMNm1BfTs,IL6ooo4 

510(k) No: K992880 
l%DNENo: 651-633-2556 

510(k) No: K983858 
FKNENO: 603-352-3812 

510(k) EK): K992057 

PWNE NO : 603-352-3812 

510(k) M3: K992471 

FEOYENO: 603-352-3812 

510(k) I0 K983827 
FfFKNENo: 605 891 2777 

DEXICE: P.A.S. FORT ELITE ~VE~CUSACXESS.~X~ 
SE DECISIQV MADE: 19-0X-1999 
510(k) SUbMARY AVAILABLE: FFW FDA 

DEVICE: SPIN?iT., ANEsIHEsIAmLEsANDmmNEEDLEs 
SE DEXXSION WE: 29-JAN-1999 
510(k) s%JMM?W AVAILM&E FFCM FDA 

DEVICE: ISTRESFCNSEMANUALRESUSCITAT~R,~QDE.& OOBOCO, 008003,00800 

SE DECISION MADE: 13-SEP-1999 
510(k) SUbNAF@ AVAILABU FRaM FDA 

DEVICE:SINSFCRTECEPlDURAL~, 2CG EIcDEL# 4910-16/17; 21G mE 

SE DECISION MADE: 22-0X?-1999 
510(k) SUW?XY AVAILABLF: FRQplI FDA 

DEVICE:~-LATEX Ex24mwrIcNGmmFmDEcRFREE 
SE DECISION MADE: M-JAN-1999 

510(k) STATmmr 

510(k) No: I@83828 DEVICEi:NITRZLEZN-NITRIIE 
605 891 2777 

JzmMlmTrmwmERm 
PHCNEND: SE DECISICN MADE: 21-JAN-1999 

510(k) sSmm@m. 

510(k) No: x990528 
PHONENO: 508-643-0434 

DEVICE: OK!XZX% 3/3 CXPH/3 DS 
SE DECISION MADE: 30-m-1999 
510(k) STMmmrC 

510(k) No: K992644 
FTKXWNO: 508-643-0434 

510(k) No: K990192 
PENEND: 847-463-2001 

DEVICE:SIDEXISDIGI'I7&F@DICGRAmY IMpd;ING SYSTEM 
SE DECISION MADE: 23-AUG1999 
510(k) SUMM?W AVAILmLE FFCM FDA 

DEVICE: BIOPSY-DIGIT 
SE DECISICN MADE: 12-MAR-1999 
510(k) SUMb%RY AVULARLE FfMM FDA 
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SKYLARKDEVICE~., LTD. 
ATJX:GEQXiXKCCXEN 
34cHJmSHaNmFrmRD., 
12mn., SEC. 3 
TAIPEI, 

510(k) No: K984506 
FENE NO : 886 225 979005 

S.KYURKDE'VICEC%,LTD. 
ATlW:GEURGEK.C~ 
12FL, 34, SEC. 3 
CHUIG.WANN.ROAD 
TAIPEI, 

510(k) No: K990233 
Fli?CNE CD : 886 225 979005 

-, DIV. TFE KMJ GKXJE', IW. 510(k) No: x992090 
AlTN:KARI alcREEN 
5COO 36Z-I ST., S.E. 
GRAND RAPIDS, MI 49512 

SLELlMITED 
A!LlN:FmNKFY5sGu~ 
PO R3X 12038 
LA JOIU, CA 92037 

pI-niE’No : 616-957-0500 

510(k) m: K993177 
F+KXE IW : 858-587-1147 

-CORP. 
ATJN:PAULRCHIES& 
1050 PERpaER RD., 
-AIR- 
-, NH 03103 

ixxc 6487 BRIU 5 3/4 
sEMENIIA,mKAPAR 
SELANWRDARULEHSAN, 

lYsmRTLIm,INC. 
S 
ZfITd:A.m SCHXAL 
241MAIN ST. 
HAmm,NJo7601 

sMIrn&W Elaxsa3PY, INC. 
A'ITW: SIG1 C7Q#X 
130 FmBEs E$xmmmD 
M?WSFIELD,MAO2048 

510(k) No: Kg91500 
FTXBENO: 508-261-3600 

510(k) No: K990213 6sMTl?H&NEpHEwENT. 
FwrswIm, HYDRACLEAR SHEATHS, HYDRACLEAR SFT 
XTN:JEFFcoBB PL-KX% NO : 901-373-0200 
2925 APPLIW RD. 
-, TN38133 

510(k) NO: X993269 
ET-KNEKl: 603-624-1911 

510(k) No: K991624 
lTSNEN0: 603 391 6100 

510(k) No: K991302 

PHONENO: 201-487-4544 

DEVICE:SD-lOOSKYE?tR'm%0%E% 
SE DECISICN MADE: 29JuG1999 

510(k) .‘TWmEm 

DEVICE: ST-302 INFFWEX 
SE DECISION MADE: 27-CCT-1999 

510(k) S'nmMmc 

DEVICFi:MZWWIUMGOLD 
SE DECISICNMADE: 08-SE%1999 
510(k) tTmr@ma 

DEVICE:SABRZ 
SE DECISIcfJ MADE: 16-IWV-1999 
510(k) SUtMARY AVAILAEm FlX.M FDA 

DEVICE: IQ NASAL, MASK, MXEL P/N 50160 
SE DECISION MADE: 27-ocT-1999 

510(k) tTfXm@m 

DEVICE:F~LYMER~~AT,FWDJ~R~%EE,IATEX EzmmNxrIGN~ 
SE DECISICN MADE: 09-JUL-1999 

510(k) W 

DEVI~:~IBITDIGI~FILM~,~~SL4000~S,SL2000PU1 

SE DECISION MADE: Ol-JUN-1999 
510(k) SuMWaRY AVAIMF!m FT%X FDA 

DEVICE:sMI?H&NEpHEwSUIUREiLoK 
SE DECISICN MADE: 14-JULr1999 
510(k) SUMMAFZ AVAILWLE FtFXX FDA 

DEVICE:HYDIUXLmR PUMP oIxtxG3, HlTDRAcLEAR Fcml? SUPPLLY, HYDRACLEAR 

SE DECISION MADE: 02-FEE%-1999 
510(k) +SWWRY AvAaABLE FIUX FDA 
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SMITH&&m* 
A!em:ALICIA FARME 
2925 APPLING RD. 
BAR!UXT, TN 38133 

mm&&m. 
ATITJ:ALX!IAE~ 
2925 APFJLING RD. 
E?SCEEC, TN 38133 

sMI?H&NEpHEwENr. 
mm SHAVER/BURRS; 
ATm:JEFF 03BB 
2925 APPLllc RD. 
EPWLEXT, TN 38133 

sMIrn&&, INC. 
ATrN:JcYmN IaJHNE 
1450 l3La3Ks RD. 
Mi3MF%IS, TN 38116 

sMIM&B, INC. 
AT!X:DEMEXRI~ TsAxoNAs 
130 Fc%aEs BLVD. 
MANSFIEm,MA02048 

sMI?H&NEpHEw,INc. 
ATlNtSUSANAFINWRAN 
130 FORBFS BT.m. 
M?WSF~,MAO2048 

SMITH&NEPHEW,INc. 
ATItNzNEAL DEFIBAW 
1450 E. BRXXS FuXD 
MIBPHIS, TN 38116 

tsmrH&-,INc. 
ATIN:AwLwALTEss 
130 FORBES BLVD. 
MANSFIELD,MAO2048 

sMIM&NEPHEW, INC. 

510(k) NO: K990601 
PHONE No : 901-373-0200 

510(k) No: K992222 
PIRSNE No : 901-373-0200 

510(k) No: K992994 

F'HCN3 ND : 901-373-0200 

510(k) No: K983834 
PHONE No : 800-821-5700 

510(k) No: I(984320 
PKNElNo: 508-261-3600 

510(k) No: K984550 
PHcblENO: 508-261-3772 

510(k) No: K990369 
FT-CNE Ml : 901-399-5363 

510(k) No: K990414 
FFKBJENO: 508-261-3776 

510(k) No: K990666 
E (HA)REFLJZX~INTEWIT.wmL 
ATTN: JANET mm- PHXEZIW: 901-3962121 
1450 E. BFCOKS FifXD 
-S, TN 38116 

DEVICE:E0JIW3MICX0-T0RP,~EL 7014-5845 
SE DECISION MADE: 31-&?AEb1999 
510(k) SUMNQY Am FRN FDA 

DEXICE: ~ICvENTIL?3'IoNTUBES 
SE DECISION MADE: 26-AUG-1999 
510(k) SD&WARY AVAILABW FRZN FDA 

D~~:~7ooOsHAvERAM3D~coNsoLE;~7ooOHANDpIM=Es;Es 

SE DECISION MADE: 23-NW-1999 
510(k) ,SUMARY AWULAEGE FRcpl IiDA 

DEVICE:Ec;zIEI;DNHIPSTW 
SE DECISION MADE: 24-FEB-1999 
510(k) SUMQRY AWULABLE FROM FDA 

DEVICE:BI~~SClREWS 
SE DECISION MADE: 2B-JAN-1999 
510(k) SUMAPY A- FFUN EDA 

DEVICJQPFG-THRE?!DEDV 
SE DECISION MADE: Ol-MR-1999 
510(k) .SUbNWY AVAX?@W FRX FDA 

DEVICX:SYNERX czmEmmHIpm 
SE DECISION MADE: 12-MAR-1999 
510(k) SUMtQFU AVAIiXXE FRX FDA 

DEVICE:SMI'iR&NEPHENBANDE0FtTSYSTEM 
SE DECISICN MADE: 14-APR-1999 
510(k) SUMMMY Am FfMM FDA 

DEVICE:HYDRXYAPATIT!X (HA) EWL@ZCICNACETABULAR~,BYD~XYAPATI? 

SE DECISION MADE: 06-A&1999 
510(k) SUWARY AVAIIXU FRX FDA 
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SMITH&NEPHEW, INC. 
ATI'N:DEBcwAH UZNNCRS 
16ODASCUBm. 
ANDNER, MA 01810 

sMIrn&&, INC. 
AlTNcEHABMESNiXlL 
1450 E. ERCCiLS RXD 
MPIPHIS, TN 38116 

s&lm=I&NEpHEw, INC. 
ATINzDEEtXAHcXNNORS 
16oDASCXfiRD. 
ANCOVER, MA 01810 

saTH&NEPHm, INC. 
ATIN:DAVm HENLEY 
1450 E. ERCOKS RXD 
MEMFHIS, 'IN 38116 

SMITH&NEPHEW, INC. 
ATm:JIM IIivIN 
11775 l+iTamx RD. 
LAEGO, FL 33773-4727 

SMITHCNEPHEW, INC. 
ATIN:JIM T.RmN 
11775 STARKEY m. 
LAFGQ, FL 33773-4727 

sMIm&-, INC. 
ATIN: NI- cI3zmAKEs 
130 lm?BEs BLVD. 
MANSFIEID,MAO2048 

SMITH&B, INC. 

mTLsoN GFaEN 
1450E. ERXXZSIiaAD 
MBNPHIS, TN 38116 

SMITH&NEPHEW, INC. 
PSCRE%7SY!XBl 
ATlX:JANETJoHNsoNGREEN 
1450 E. ENXXS RXD 
MEMPHIS, TN 38116 

510(k) No: x990723 
FT?IoNE No : 978-749-looo 

510(k) No: K991026 
PENI Iw : 901-396-2121 

510(k) IW: K991323 
FTXNE Iv3 : 978-749-loo0 

510(k) I+% K991485 
PHCNE No : 901-399-6487 

510(k) No: K991957 
FTKBIENO: 727-392-1261 

510(k) No: K991968 
F'I?SE No : 727-3924261 

510(k) No: K992945 
PEDENO: 508-261-3770 

510(k) No: K993106 

F?!ENE No : 901-399-5153 

510(k) ND: K993289 

PIBNENO: 901-399-5153 

DEVIC?3:DYCNICSVARICXXEVEXNAEUTICNFiiXDE 
SE DECISION M&DE: 05-CCl-1999 
510(k) SWWiRY AVAILABLF, FRX FDA 

DEVICE:FB'L%TICN(XXSLINKED~A~~ 
SE DEXXSICN MADE: 22-O-.X-1999 
510(k) .WMMARY AVAILAEW FXN FDA 

DEVICE:SRITH&NEWEWSUBCIlTANECUS~ 
SE DFLISION MADE: 06-JUL-1999 
510(k) SDh%lXZ AVAILX?m FRN FDA 

D!WICE:SYNEFGYpoRouSSIZE8HIPST!W 
SE DECISION MADE: 12-1999 
510(k) t%MMAFZ AVAILAXE FIiaM FDA 

DEVICE:CIcAcARE -FoRscaRs 
SE DE%ISIoN MADE: 2O-JUL1999 
510(k) +snQmNC 

DEVICE:CICXWIWXNG%-SCXt~LI~GEL. 
SE DECISION MADE: 3OdUL-1999 
510(k) ,TUWARY AVAILABLE FRX mA 

DEVICX:RCIFIXATIQ?SCREWS(WIWASXRZT)SIZES) 
SE DECISICN MADE: 18-W-1999 
510(k) SUMMWY AVAIUBLE FFXX FDA 

DEVICE:SMITH&NERZWHQNEPLATESYSTEM(BoNEPLATES,BoNE,SCZ?EWANE 

SE DEYZSICN MADE: 09-D&1999 
510(k) SUMMARY A- FIMM FDA 

D!WICE:SMITH&NEPHEW cmPF%SsIcNHIP~SY~, -uLLARYHI 

SE DECISION MADE: 20-DE&1999 
510(k) .TUWARY AVAILUZE FlXM FDA 
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SMI'IFI & NEEiEW, INC., OryIHopAEDIC 510(k) No: K991538 
ATrN:JiwET~ GREEN PHXENO: 901-396-2121 
1450 BI?Dxs RD. 
MEFMFHIS, TN 38116 

S-wAMERIm 510(k) ND: K991565 
mcYNERASANDvIsIoN~STATI~~, FORUSEINS 

FTKNENO: 330-425-1340 A!rm:pHlL lo-imcN 
838ODAFatWRD. 
Ymm3azfoH44087 

SNAP -, L.L.C. 
ATIN: GIL RAW 
3633 WEST LAKE AVE., SUITE 406 
GLEWIEN,IL60025 

SMXE-EZZER 
A!!TIN:W3Ei?TAGW 
1217 So. GRAND= BLVD. 
lmlKEsa, WI 53188 

SmEM SYm 
ATIN: DANIEL BAmINo 
110 CX. DU FCNC DU (XWWX5# 
-, 

f!xxmcxsTEMs 
ATrN:DANIEL Br+fxmo 
110, CT-L DU KWT-DUV 
GENEVA, SWITZERLAND, 

-DANEK 
ATlTJ:RImw- 
1803ETFaMlD~ 
MFZGHIS, TN 38132 

SOFTUJJDRDANEKUSA 
ATrN:RIcHARDwTREHARNE 
1800-~ 
MESlFBIS, TN 38132 

STAt%XDANEKUSA,INC. 
ATIN: RIclHAIiDw- 
1800PYRAMIDpLAcE 
MEMPHIS, TN 38132 

510(k) No: K984169 
J?I-DNENO: 847-657-8100 

510(k) No: K991948 
!?HCXENO: 414-521-2500 

510(k) No: K994175 
FFDWNO: 41 227 949696 

510(k) No: K993851 
PlXlNENo: 412 279 49696 

510(k) NO: K991460 
PHCNENO: 901-396-3133 

510(k) No: K992110 
PHCNE ND : 901-396-3133 

510(k) No: K981676 
=NO: 901-396-3133 

DEVICE:OPE%UlP~~~ 
SE DECISICN MADE: 03-JUN-1999 
510(k) SUNNARY AVAILABLE FFXX FDA 

DEVICE: 'IW-2, !lXANS&lISSIQN~ION CXXRXTICNANDDST,DST-XLGAM 

SE DEcISICtV MADE: 02-AX-1999 
510(k) SUMAEU! AvAIwaE F!fU.X FDA 

DEVICE: "DIGI-SNAE'" 
SE DECISION MADE: 2W-1999 
510(k) SUWWtY AVAILABW = FDA 

DEVICE: DR. B'S -IEm, MXXX, 32129-10002 
SE DECISICN MADE: 02-SEP-1999 
510(k) Sm!tWmm 

DEWICE:SiXXM -DRIVEi 
SE DECISION MADE: 27-DEC-1999 
510(k) s!XMWY A- FIUX FDA 

DEvI~:~I~~IoNTo~-~~~FIxATIcNsYsTEM 
SE DECISION MADE: 19-MAY-1999 
510(k) SUNNRY AWXUXYLE FXM FDA 

DEVICE:PREMIERANI!EEUORCXRVICX,PLATESY~ 
SE DECISION MADE: M-SE%1999 
510(k) SUWAR!f AVAIIXW FTXM FDA 

DEVICE:CDHoRIzcNSPINALSYSTEM 
SE DECISION MADE: 28JAN-1999 
510(k) SUMWtY AVAILABLF: FTiQM FDA 
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SOFAbfXDANEKUSA,INC. 
ATm:RIa-IARD TFtEmmE 
18OOPYRAMIDIWiC!i 
MiSfElIS, TN 38132 

SOFNXDANEKUSA,INC. 
ATlN:RI~w~ 
18OOPYRAMIDPL?XX 
ME!GRIS, TN 38132 

soFAMcsDDANMUSA,INC. 
AeITN:BAILey LIm 
1730 F'ENNSLW AVE 
w+smmmfDc20006 

SOFANBDANEKUSA,INC. 
ATIN:EAILEY LIpscoMB 
18ooFw@MID~ 
MENFHIS, TN 38132 

soFRADIMmUcr1m 
ATJN:MARYMcX?MQA CULLINANE 
49 FTAAIN z%?rmET 
NCEtBd A9XEKX0, MA 02760 

so-, INC. 
AYlTN:MAKrIN DALEmE 
623 CZLACER DRIVE 
GRAND JUNCTION, CO 81503 

saaBLuE, INC. 
ATIN:JOHNMMIl-CHEXL 
P-0. Box 1447 
1025 BEMAD ,?TTREm 
AUGUSIIA, GA30903 

SaMAm, INC. 
ATIN:JCHNMMITCHELT, 
P.O. mx 1447 
1025 BRQAD ST@m! 
AuxJSTA,GA30903 

SamcIcS, INC. 
ATm:RIcHARD ABRAMS 
910 - DR., UNIT 17 
LaKEEmFF,IL60344 

510(k) NO: K991036 
PHONE H-3 : 901-34-4124 

DEVICZ:DANEKpLATEANDSCREV?SYSIEM 
SE DECISION WE: 14-SEP-1999 
510(k) SUW?W! AVAILWEE FFCN FDA 

510(k) No: K991198 
PEKSNE No : 901-396-3133 

DEVIC.E:DyNA-LM<pLuS SPINALSYS'Im 
SE DECISICN MADE: 27-AX-1999 
510(k) SUWARY AVAILX&E FfiaM FDA 

510(k) No: K991364 
E?iENE No : 901-396-3133 

DEVICE:MZXFICATICNl-OTENRSPINXSYsTEM-pLATEs 
SE DECISION MADE: 19-N&Y-1999 
510(k) .SUMW?Y AVAILABLE FEXX EDA 

510(k) No: K992928 
FBDNENO: 

DEVICEZCDHoRI!ZCNSPINALSYSIEM 
SE DECISION MADE: 21-W-1999 
510(k) SUMMARY AVAIINZE FRQM FDA 

510(k) No: K991400 
PHXENO: 508-643-0434 

510(k) No: K991995 
PHONENO: 

DEVIC%PARImXm FoLYPmPYLEmMEsH 
SE DECISION MADE: 12-J%-1999 
510(k) SUMMARY AVAIIXBX FIUX FDA 

DEVICE:SZVXFaB TINI'S,TRANSPARIWI'TIIWEDSOFTCXX?I!AC~LENS 
SE DECISICN MADE: 27-AUG-1999 
510(k) SUWARY AVAILWLE FFUN FDA 

510(k) NO: K993142 DEWICE:ELITFiCUsMM 
PKNENO: 706-821-3600 SE DECISICN MADE: 27-D-1999 

510(k) No: K993143 
pHsNEM3: 706-821-3600 

510(k) No: K992269 
PHCXW N-3 : 847-2346761 

510(k) STAW 

DE+VICE:VITALITYSYSTE%f 
SE DECISION MADE: 27-Ds1999 

510(k) SATmmC 

D?ZVICE:VJZIVl'IIrAOR&LPRUIBXm 
SE! DECISIO?? MADE: 25-ocT-1999 
510(k) a%XmNmc 
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SCNIc‘LNNcNpLTI~sm. 
9oFTsHELT, 

ATIN:JEANNETllESJCHNSCN 
533oSowm9ooERsT, SuIm240 
SALT LAKE CITY, UT 84117 

-a, INC. 
ATIN:DEBBIE IAMP- 
7TIFFANYTFWL 
mm, MA 

soNoGm,INc. 
ATTN:IxmRD HoLmN 
19807 NmmCREFKPIwY., #2OO 
-, WA 9801143214 

SCMXITE,lXC. 
ATIN:MICHAELAHX'FMAN 
19807 NOFtBl CREEK PKWY., #200 
-, WA 98011-8214 

-, INC. 
ATINzbNGARETJLARscN 
P.O. B3x 2189 
V, WA 98227 

i5cBmEm, INC. 
ATIN:MARGWETJKAFSCN 
774 MARINE DR. 
BELLINGHAM, WA 98225 

scpJoTEcH, INC. 
ATIWzMAflGARFTJ~ 
774 MARINE DR. 
BFXLLINGHAM, WA 98225 

510(k) No: K984518 

PHCNE NO : 801-288-0993 

510(k) p93: K990572 
PFISNE NO : 508-435-9893 

510(k) rW3: K990806 
FTXNE No : 425-487-7602 

DEVICE: ClULTPAXUNDSYSTEM 
SE DEcISIckJ MADE: 26-M&1999 
510(k) SUbNARY AVAILWIB F!lXM FDA 

510(k) No: K994096 
PIlcNE No : 425-951-1297 

DEVICE:.XWHBRTHAND-cARRIED~IcGRApHySYSTEM 
SE DECISICN MADE: 20-DE&1999 
510(k) SUNVARY AVAILARm FfMM FPA 

510(k) No: K983691 
PHCNE NO : 360-671-9121 

DlZVICEf: -soLm-MElilBRANE 

SE DEYZISICN MADE: 05-MAY-1999 
510(k) .%Wm+mW 

510(k) ND: K983985 
PI-DNE No : 360-671-9121 

DEVICE:HYE~RIS~ICSH~~-I 
SE DEICISION XADE: 25-FEB-1999 
510(k) txWmmrr 

510(k) No: K984562 
l%ObENo: 360-671-9121 

DEVICE:vlXWCNIC 
SE DECISION MADE: 08JuN-1999 
510(k) smmmrc 

510(k) ND: K983625 
ET-EN3 NO : 334 912 70727 

DEVICIE: S555 -DENTAL- 
SE DECISION M&DE: 11-J?&1999 

510(k) No: K990948 
EBINENO : 334 912 70727 

DEVICE: SCNICINIWVATICnS -Y-IN-W- DSP Hl.?mmGAmwIm 

SE DECISION MADE: 12-MAR-1999 
510(k) zXJlWWf AVAIIXGZ = FDA 

D!.WICE:,%WIWF, 
SE DECISICN MADE: 2l-MAY-1999 
510(k) SUMGRY AVAILUXE F'Md IiDA 

510(k) SUWiRY AVAIIXXE FfMM FDA 

DEVICF,: 5575 IIWRXZW~DEXWALcaMERA 
SE DECISICN MADE: 21-APR-1999 

510(k) SXIMGRY AVAILAEU FXN FDA 
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t?cmNmME!DI~m. 510(k) No: K991363 
oR(xmINmm,pcaW,PAIN~, PCFA FTJMP, EPIDU 
ATIbT:R.lXWGLAS JACB PHCNE NO : EiOl-352-1888 
1375 WEST 8040 xx?'.tw 
WEST JWQAN, UT S4Q88-8320 

sORINBIcpIEDIm,INc. 
ATDSOFTSHELLVENWS-IR. 

510(k) m: K990103 
cvR6coAND1200~ 

AlITN:LYNNE IAErmAm PHXENO: 303-467-6586 
176ooGlLLETLE AVE. 
IRVINE, CA 92614-5751 

bs?Im~MEDIZ~ 
AlTN:c73RL ALtlxIm 

510(k) M): K992026 
E5XNENo: 513-786-7458 

32OOrxxxmm~ 
CINCINNATI, OH 45140 

!mRImGbmMEiu12INTwwlx 510(k) No: K993265 

?crlN:m AT.lmem PHOWNO: 513-786-7458 
32CXllXGWZ0DCUUR!r 
CINCINNATI, CH 45140 

ixxJNDm1m -mm 510(k) ND: x991791 
ATrN: -wcm HeiE’m : 303-926-8608 
1300 PLAZA CDUR!T I'iCRIH # 203 

sxNotsUKxc!AL TMHpJDLLx;IEsLlT-c 510(k) KI: K993868 
ATIN:wLLz;IAMWC~ ITYIcm No : 303-926-EEm 
1300 mAzA CWEiT NCWH # 203 
ISYWXTE,o380026 

- MEDIcat, L.L.C. 
KM??:DiWIDTSIENCKi 
295 E. LIES RD. 
c?mLtsrREm, IL6Om3 

SQUIHEWDENlXLINDUSTRIES,INC. 
A!t'INzSAMWIHAJCXEWHAM 
246 FIRST ST., SUITE 204 
SAN Fi?mcrm, CA 94105 

510(k) In K991280 
PHONENO: 630-933-7610 

510(k) No: K990650 
FFDNENO: 415-975-8060 

510(k) No: K990746 

?SFDN!INO: CO6 674 342777 

SE DECISION MADE: 13-MAY-1999 
510(k) SmCBmW. 

DEXKlZ~LYTHC600ANDl200HXLm7FImR MfmmNEir.iumwITH~ 

SE DECISION MADE: 05-NOV-1999 
510(k) SUMM7GZ Am F'KBl FDA 

DEVICE:S0RIIGCWH,SoNXZi300 
SE DECISION MADE: 23sEp-1999 
510(k) SuMMARy Am FKM FDA 

SE DECISION MADE: 22-CCl?-1999 
510(k) SUbWX?Y AVAILABLE FKN FDA 

DEVICF,:SCUNDVASERSY~ 
,tB DECISICN MADE: 12-AK-1999 
510(k) SWNARY AVAILmIX FKM FDA 

DEXCCE:THZ SOUM)VASERDISSEZCICNSY~ 
SE DEZISICN MADE: 21-DEZ-1999 
510(k) SUbMARY AVAILZKE FKM FDA 

DEVICE: 125 IlQLAIW SEEDS, baXL STMl251 
SE DECISION MADE: 20-0X-1999 
510(k) fmrmMmr 

DEVICEZ:CYXGEALF 
SE DECISION MADE: 14-MAY-1999 
510(k) STATmEm 

DEVIC&%UTHNNDFc%iD~~ EXWINATIoNGL0VESWITHPF0IEINw3 

SE DEXXSI(x3 MADE: 23+lAR-1999 
510(k) sIKm@Wr 
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A'I'IN:NGpENG LEmZi 
55mJYINDEERD. 
--, 

sPAmI.AEsmIcAL,INc. 
m:MINcy GiEmcAR 
P.O. mx 97013 
IuzxmD, WA 98073-9713 

s%cELmSMEDIcAL,INc. 
MTNzNhNCYJGERTLAR 
15220 N.E. 40-E-l ST. 
REDWXD, Lizi 98073-9713 

SPAmmuL~csm. 
ATrN:ALm E?aE 
1663 FEmCN BusINEss PARK cr. 
FENEN, MD 63026 

510(k) No: Kg90751 

PHINEID: GO6 674 342777 

510(k) NO: X981655 
FKX% No : 425-882-3700 

510(k) No: K983996 
Pi-KIN3 No : 425-867-7315 

510(k) No: K991Ei88 
FT-ENENO: 636-343-8300 

+SEWmTY SURGICAL pEg3DucTs, INC. 510(k) IQ Kg83015 
ATIN: T.JAN VARNER FTioNE No : 406-375-0811 
302 Ncxm FIRST ser. 
I3?!MILm, Ml? 59840 

SPECIALm SLIF&xCAL pEMDu(=rs, INC. 510(k) ND: X984106 
A!LTN: T.JAN VARNEIR PHXENO: 4O6-375-0811 
302 IKR3l-I ??JRST ST. 
HAMILm, Kc 59840 

smmATmuLTRAvIs1cN, INC. 510(k) No: X984090 
~CT~SESF0l?DAILYb@AR,SPECIALITY55(~~A) 
ATlmlx4TmzI~ FT3oNJ3No: 40%341-0700 
307 OPL%RPD CITY DR., #lOO 
(zAMPmu, CA 95008 

SPECTR?%DIAGIUSTICSINC. 
ATm:JoSwHPLAuRrm 
135-2 TIFE WEST MALL 
-, -0, 

510(k) No: K991447 
PHCNENO: 416 626 3233 

S~DIAC;NOSTICSINC. 
A!ITN:FiTiNmEsBocHEs 
5550 N.W. 102 pLAC!Ei 
MIAMI, FL 33178 

510(k) No: K992127 
FT33BNO: 305-593-1991 

DEvI~:~~~(F0IMEFt--aYiTq~ EXAMINATION- 

SF, DEICISICN MADE: 23-M?&1999 
510(k) ,smm@Mr 

DEVICE:fiZ'ACEL?BS MEDIC?% DIS- SF02 SENSOR 
SE DEZISICN MADE: 03-D-1999 
510(k) sUbwARY AVAILAEm = FDA 

DEVICE: SPAUiUEB MEDICALULB??iVE%WDIGI~TEL&VM?SY~ 
SE DECISION MADE: O%JUN-1999 
510(k) SUM@RY AVAILmU = FDA 

DEVICE:MINIJ!.ZCl' 
SE DEZCISIa MADE: 25-Am-1999 
510(k) SUMARY A- FIQd FDA 

DEVICE:VIRILISpENILE~IS 
SE DECISION MADE: 05--1999 
510(k) ,smm@m 

DEVIC!E:MM%RYSIZER, l"!amRY pRorHFsIS SIZER 
SE DECISION MADE: 12-FEE!-1999 
510(k) STAB%NT 

SE DFrZISIoN MADE: 07-JUL-1999 
510(k) SUMMARY AVAnABLE FFcM FDA 

DEVICE:CARDICQJANTCARDIAC~~ILs 
SE DECISICN MADE: ll-JUN-1999 
510(k) .5ZmmEm 

DIZVICZ:C?@DIoglR1NTTROFQ0NITEsT 
SE DECISICN MADE: 04-0Z-1999 
510(k) SUMARY AVAIUBE FMd FDA 



.%MIT%RADDRGSLISTINzFORCDRHSUBSmNT~Y m (SE) 510(K) SU@WUES OR 510(K) m 
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s-a OXP. 
ATI'NzMICWAELJQJINN 

510(k) No: X990713 
PHONE ND : 719-633-8333 

96 T?~MINE cr. 
(zDLomm SPRINGS, 03 80907-5159 

sm1cso3Rp. 
ETICS 0.018" SUPm 

510(k) No: X991059 
-, KDEL 518-017 

A!RN:MICHAELJouMN PHCNFINO: 719-633-8333 
96 TTCMINE cr. - 
aEcmm SPRINGS, a3 80907-5159 

SPECTRUMDESIGNS, INC. 
A!l'IQ:JIM DISHMiN 
6387 B FGSE L&w, 
(xl-P-, CA 93013 

SPINAL (caeEms, INC. 
ATINzPEF?PERACW&TAlN 
B~COCAMEW=NRD.,SU~TEB-~~~ 
AUSTIN, TX 78754 

spINExxMt71GRcuP,Lzx: 
ATINzPAMEm SmDER 
1815 B AVE. 
m,MN55082 

snucmm mr~. 
-mEPLANK 
5901btmrmsm. 
RXWILLE,MD20852 

SPRING HEALTH PRcoucrs, INC. 
ATIN:NATWWELHLIE.B 
705 GENERAL -AVE. 
#701 
NoRRIm, PA19403 

510(k) No: K992522 
PHXE NO : 80X239-6399 

510(k) No: X990005 
FTDNEIW: 512-339-4800 

510(k) m: X990959 
PHONEID: 651-351-1011 

510(k) No: K983194 
ETENE ND : 301-231-7700 

510(k) No: K992728 
EVCNETNO: 610-630-9171 

DEVICE:SPECWAWTIcSLEAD~ 
SE DECISION MADE: 22-o(;T-1999 

DEVIL (Lu)) #l, #2, #3 L1s.m~ 

510(k) SupIplAliy AvAILABLe FRckl FDA 

DEVIC% -1cS 0.014" SUPKRT cam.Emm, l%XEL 518-016, SPEICTRAN 

SF, DECISION MADE: 16-W-1999 
510(k) SUMMARY AVAILABLF: FRm FDA 

DEVICE: SE%CIWMDESIGNS SpM=Iwy;EL 
SE DECISICN MADE: 26-CCl?-1999 
510(k) WMM?iRY AVAILAEW FEQ4 FDA 

DEVICE:SPIN?GCWCEPIs, INC. (ScI)ANTERI~cxFwIcALPLATESY~ 
SE DECISION MADE: 12-FEB-1999 
510(k) SUMMARY AVAIIN?m m FDA 

DEVICE:K-CENTRUMAWERICRSPIMLFIXATICNSYSI'EM 
SE DECISION MADE: 27-D-1999 
510(k) SUMMMY AVAIIABLE F!Md FDA 

DEVICE: SFORICIDINSTEFULIZINGANDDIS~ 
SE DECISION MADE: 05-MAR-1999 

SoLmIoN(SSDS) 

510(k) SUMMARY AVAImBLE FNM FDA 

DEVICE:SPFUNJ'KWRLITE2000 
SE DECISION MADE: 29-SE%1999 

510(k) tsxmmmm 

SRI ANUW RUBEER INDUSTRIES E'W?.510(k) No: K983998 
AlTN:l-.JuHA m FFKXENO: 925-734-9868 
P.O. BOX 5206 
-, CA 94566 

SRI ANUSHAM RUBEER INDUSTRIES WT.510(k) No: X984395 
A!llN:N. PARAMRSI?JAN F3icxmM : 914 652 33091 

DEVIC!E:pirwDERFREELRI!EX ExAMmmIcciGLovES 
SE DECISICN MDE: 21-JAN-1999 
510(k) SUbNARY AVAIL&&E FFUN DA 

DEVICEi: SUFGEW'SQ;cxIEs 
SE DECISION MADE: 21-W-1999 
510(k) SUMNRY AVAII&%E FIiaM FDA 
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SRI ANUSHAM RUBBER INOUSTRIES PW.510(k) bK): K993347 
ATIN:N PAPAM?GIWiN F7-KlWNo: 914 562 33091 
PIcmERMANII(ANDAN~. 
mm, -IL m, 

SRI ANUSHAM RUBBER INDUSTRIES PVI'.510(k) No: K993348 
ATIN:N PAPZWSIVAN PHCNE No : 914 652 33091 
PIcwEmMhNmmmN~. 
-, -IL TN, 

SRI ANUSHAM RUBBER INDUSTRIES PW..510tk~ M3: K993349 
AlTNzN PARAElAsIVAN FFKik'No : 914 456 233091 
PIoNwMANMAMlANBIDG. 

SRI JOibBNI SDN. EWD. 510(k) PJO: IQ93454 
L?BELcxAIM-5oMImoRLEss\ 
m:LIMLEE AIK FHCNtZIW: 603 961 1211 
LOT PT 7178, - N/v, 
sEP.I- 
-, 

DEVICE:FC%DFBFIZ%IATEX ExAMmwIcN~(mLyMER~)(~m 

SE DECISION MADE: 03-DFC-1999 

510(k) imCEMmT 

SRI JCX-BNI SDN.EHO. 510(k) No: K993457 
MI-mm] 
m:LIMLEE AIK PHONE NO : 603 961 I.211 
LM' FT 7178, - N/v, 
tsEr?I- 
-, 

DEVICE:FCWDEiRFREEL?VIEX EzcmmAT1~GLavEs(~INLA&z~)[50 

SE DECISICN MADE: 02-DE%1999 

510(k) ZXWmEIW 

SRI JCH?.NI SDN.BHD. 510(k) No: K993458 
ATrN:LIMLEE AIK EFKNEtND: 603 961 1211 
LLYT FT 7178, - N/V, 
lsERI- 
-, 

DEVICE:FWDEREDLATEX l3xPmmMcN~(maDTEIN~~) 
SE DECISION MADE: lo-NOV-1999 

510(k) W 

SSN GLOVES (M) SDN EBD 510(k) No: K990526 
BELINGctAIM 
ATIN:mm LlmtG FKBEIW: 603 4413488 
La! 147, JALAN SELIURAI, 
OFFJALANIFOH 
=LuMpm 

DEVICE:KLEEWWWSFBiDERFREELAlm ECAMINhTIoNGLiXTXSWITHPlXXEIN~ 

SE DECXSICN MADE: 23-AF'R-1999 

510(k) tBXtWEm 

SSN GTLJJES (M) SDN FHO 
ATJN:AmTEix LJimG 

510(k) No: I(990527 DEVICE:~SFWDEE?EDIATEX ExAmNATI~GLcxlEs 
PHONENO: 603 4413488 SE DEXXSION MADE: 23-m-1999 

DEVICE:NIL,NITRIlX Exmruwrrmm -p(IwDERED 
SE DECISIQN-MADE: 19-IWV-1999 
510(k) SUbWARY AVAILAEu FRW FDA 

DEVICE:NIL,NITRILZ EzmnNATrm(;IIxrE -FUdDERFREE 
SE DECISION MADE: 19-NW-1999 
510(k) SUWARY AWILWiLE FFQd FDA 

DJZVICE:NIL, L5xJmmN'SW-rnERFREE 
SE DECISION MADE: 23-W-1999 
510(k) .SUWARY AWGIAEXE FRB FDA 

510(k) fXW!mWf 
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sIARMEDIcALTEmNOr.cGIES,INc. 
Alma:MARcY l-fxm 
9516 CWCOR CAKS DRIVE 
RALEIGH, NC 27615 

STARIm INsTRm 
ATIN:GE0RUZDHERMNN 
22900 CcNGwEss SPRINGS RrxD 
L5avmxA, CA 95070 

l?snbRIm INsTRm 
ATIW:GEQRGE HEiFWNN 
229OOcmGRESsspRINGs~ 
SARATOGA, CA 95070 

SIC TExzmJomlEs, INC. 
?SlTN:R.SAM MEDB?iLA 
1745 EKKW AVE. 
-, PA 18018 

a!YrEm-SYm- GMw&cmG 
ATItJ:JORN PFiOBST 
J?LFlIW2 
WURZBURG, EPmFuA, 

- co. 
X'I%zDONP;LDASTEVENS 
8oolaNIAL~, SUITEB-210 
PMTSB'JIGH, PA 15212 

SlW.aWtBIOSYSE%S,INC. 
TIECDY 
A!ITN:JWN EiREWER 
9075 GtlILwm RD. 
(3XUMEiIA,MO 21046 

SX%CARBIOSYSTEW,INC. 
X'lN:JCHN BRENER 
9075 GLJlxKm RD. 
COUIMBIA, MD 21046 

STELLM?BIOSYSIE?G,lXC. 
ATIN:JOHN BFWEZ? 
9075 GlJILmm RD. 
COUIMBIA,MCJ 21046 

510(k) M3: K98294O 
FTXNEi No : 919-6767166 

DEiVICE:LIGWSHEER F'ULSEDDIODEAE@AYL?GERSYSTEN 
SE DECISION MADE: OS-m-1999 
510(k) SUMMARY AWILABLE m FDA 

510(k) No: K990728 
pITKxmN0: OS7-41&8773 

DEVICE:~CWTERYDEVICF,,FCRCZPS 
SE DIXCISICN MADE: 03-JUN-1999 
510(k) SUbNARY AXXUWIZ m FDA 

510(k) No: K992460 
pI-K%Et No : 40%741-8773 

DEVICE:CNIERYCLAMPAND E?X!XRYPAC!KKXGEFCSUPPLX 
SE DECISICN MADE: 05-0Zl-1999 
510(k) .StRWWi AVAILNXE FNN FZZA 

510(k) No: K990877 
FKNENO: 610-882-1820 

510(k) No: K990979 
FT-KXWNO: 499 312 017355 

510(k) No: K991622 
FHXENO: 412-322-8280 

510(k) ND: K990915 

E%ENE No : 410-381-8550 

D!.WICEi:HIfXKX+GEEzERDEVICE 
SE DECISION MADE: 14-JUN-1999 
510(k) STIlTEMENT 

DEVICE:SIEK?Z-TIDCS 
SE DECISICN MADE: 03-SEP-1999 
510(k) SCWmimT 

DEXICE:2614vICWTCXCRl%ADANDFOL~A~~LINER 
SE DECISION MADE: 14-JUL-1999 
510(k) +SUMARY Am FIX&l FDA 

DEVIC'E:INDIREm mRsswFoRANT1-NUCLEAR Atvr1EIzom1GGm 

SE DECISION MADE: 21-AF'R-1999 
510(k) SUMMARY Am FHX FDA 

510(k) No: K990916 
FFDJENO: 410-381-8550 

DEVICX:INDIRECT~ ASSAYFORAIQTI-NATIVEDNAIGGANTI~Y 
SE DECISION MADE: 21-APR-1999 
510(k) SUMGRY AVAILZZE FFKM FDA 

510(k) m: K992587 
??H@l!3 No : 410-381-8550 

DEVICE:EPSTEIN-BWRVIRUSEN?LYAIWCGEtV (EBV-EA) IGG IEATEST SYSTEH 
SE DEKXSICN MADE: 22-D-1999 
510(k) SUMM?W AVAILMX FKM FDA 
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STELLARLABS. INC. 
ATIN: H?mm lxxEFoY III 
6637 SUPERIOR AVENUE, SUITE D 
-, FL 34231 

-,m 
ATTNzGARYJAIUZBKm 
16303 PANXAMIC WI! 
SAN iZANDR0, CR 94578 

STERTLMORP. 
05L 
ATrN:sHIRa KRAMER 
7-I GNYNNS MILL cXiJFtc 
CNINGS MILT-.S, MD 21117 

9948 KISTLER VALLEY FXXD 
SUITE 102, P.O. Box 84 
IUQPKX, PA 19529 

SrERIs am?. 
ATIS: R74!mxD WICK 
596OHEKlmLYRD. 
MENmR,m44060 

tETEKrs 03RP. 
ATlN:i3IBFRFH- 
2720 GLINIFR PARK EAST 
-, AL 36109 

STERIm ?axcmms MEG. co., INC. 
Al-m: LGN mJs0 
680AIcHIsoNwAY,suITE600 
c!ASTLE FtOCK, 03 80104 

PRcsTmTIcsANDINSTR~IoN 
m:- NEXSCH 
23 FRANK l43SSm DR. 
-, MA 02703-0967 

-/- 
A!!crN:~ NELSCN 
23FRANKICGBERGDRIvE 
ATTUBXQ, MA 02703-0967 

510(k) px): ix992270 
PHCNE m : 941-926-7745 

510(k) NO: K992698 
FFKNENO: 510-276-2648 

510(k) No: K991946 

PHONEND: 410-581-8860 

510(k) ps3: K991612 
FFKBEN3: 610-756-3003 

510(k) IQ K982332 
PHONENO: 440-354-2600 

510(k) No: I(991167 
PHOIEm: 334-277-6660 

510(k) No: K990246 
F3-DIElNo: 303-660-4201 

510(k) p93: It991436 

Ff-KNENO: 508-226-5660 

510(k) r\R;>: K984340 
PfBNENO: 508-226-5660 

DEWCE:mWm 
SE DEKXSICN MADE: 23-SEP-1999 
510(k) SUbMARY AD FKN FDA 

DEX?ICE:ZXEiTKB,P~ 
SE DECISION MADE: 25XCC-1999 
510(k) SUMM?BY AVAITXGE !?KH FDA 

SE DECISION MADE: 03-W-1999 
510(k) SIfUmmW 

DEVICE: STERIStBRF'2.5dGALTmm RSDC, MODEL #RsDG?.5G 
SE DECISION MADE: 28-MAY-1999 

510(k) SDMGBY AVAILXGE FFCM ??DA 

DEVICE:cTiElUSTENSIxTEEN~sTERILIzER 
SE DECISION MADE: 20-Z&1999 
510(k) SUbMARY A- FlXN EDA 

DEXtCE:SI'ERISt%XE EvAcaxMa SYSTEM 
SE DEXXSICN MADE: 03-JUN-1999 
510(k) tTmTwWT 

DEVICE: STERI-PAKLFm-DIaTF,STPACK 
SE DECISION MADE: lO-JUN-1999 
510(k) SUMMARY AVAIUBLE FFKN FDA 

SE DECISICN MADE: 07-&W-1999 
510(k) aSUMARY AV2UUELE FFKN FDA 

DEVIcE:SBWCt%M~ 
SE DECISICN MADE: O&JAN-1999 

- AU'XNIX NE, KNXL 220282/220281 

510(k) SUMMARY AVAILhBW FKM FDA 



SUEMI'I'IEFtADDF@iSSLIST~FoRCDRHSU%%NT~ EQWLQEW (SE) 510(X) - OR 510(K) SZKE@WE 
FOR FINAL DEZKSIGNS REND- DUFUNG 'Im PERIOD Ol-JAN-1999 THRCUGH 31-DE&1999 

s!rEFmom/IMpLAMED 
m:- NELSON 
~~FRANK~.~~s~DRIvE 
ATIIBSO, MA 02703-0967 

ti?zmmIm INDUSTRJES. INC. 
ATIN: DAvmwsxIrmG 
2OOcxxEGmYLANE 
SUllEGlOO 
m HILL, CA 94523 

SJTHLER~CGMBH 
ATIN: RIasARD c LANzImLTMm 
30 - RXD 
SOUND BE?W, NY 11789-1734 

sITHLERmcGMBn 
ATIN: RIcmRD c IANzllrLmm 
30 NoFcEmm Rem 
SaTNo REAU-I, NY 11789-1734 

sMKm~INc. 
ATlN:DARRYLclRAwFoRD 
~HMDENERI!~EWAY 
SPRINGFIELD, a? 97477 

sm, IIWL., INC. 
AYrm:~c!TEETER 
10004162ND ST. CT. EAST 
F'WJLLW, WA 98375 

- USA 
ATm:LINDAJALmRT 
F4rzzmmIR PLACE, 
1601TmFmoRxl 
WMZPiM, MA 02451 

STPAUMANN USA 
AT!N:LINDA JALEZRT 
RFLSERWIR FTLACE, 
16OlTRApELoIMAD 
WALm, MA 02154 

510(k) I\K): K984341 
PHCUENO: 508-226-5660 

510(k) NO: K992384 
PHCNE No : 925-356-2640 

510(k) No: K991159 
EFDNFINO: 516-744x059 

510(k) No: K991160 
l?EONENo: 5X-744-0059 

510(k) No: Kg90936 
PHCNENO: 8CO-300-1989 

510(k) NO: K991835 
PHCNX NJ : 253-840-5252 

510(k) No: K992635 
PHONENO : 508-643-0434 

510(k) No: X984104 
FEalENo:800-448-8168 

510(k) No: X990342 
FHZiENO:800-44&-8168 

DEVICE: VW+FNISHLC,Iuy=DEL 221001 
SE DECISION MADE: o&JAN-1999 
510(k) SUMAFtY AVAIUBW F'RCH FDA 

DEVIC'E:CF'Al?/PFQCPAPIMmFACE 
SE DECISION MADE: Ol-DEC-1999 

510(k) SUbNARY A- FFCM FDA 

DEVICZ: PRISMNHERMII, ASTQUNE 
SE DECISICH MADE: 03-SE%1999 
510(k) SIRBZmn 

DEVICE:ASUWERMPLUS,ASWmBES,ASTOLINE 
SE DFCISICN M&DE: 02-SEJP-1999 
510(k) S!Wmmn 

DEiVIC!Z:?HEVAULT 
SE DECISION MADE: 18-&W-1999 
510(k) SUWAFtY AVAZAEUC FRN FDA 

DEVI~:i%NGUFSINmRI%IGN 
SE DECISICN MADE: 20-DE!C-1999 
510(k) SUbNARY AVAIUBIZ FFCN FDA 

DEVICE: lNC%WCEmULE IDDD 
SE DECISION MADE: 20-DEC-1999 
510(k) .!mNAm! AVAILBLZ FRBf FDA 

DEVICE:ITIDEWALIMPLm?rS!CsTEM 
SE DECISICN MADE: 13-M7Z-1999 

510(k) SUMQJRY AVAIIAEU FRN FDA 

DEVICZ: SYNCCCAPRCHHFTIC'S 
SE DECISIcG\T MADE: 2O-JUL-1999 

510(k) t3UMW.Y AVAILABLE FRB FDA 

06-JAN-2Ocxl 
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SUEHI?TERADDRESSLISTINGlmFtCDPHSUEmRNTIALLY EQDXWDV (SE) 510(K) SBNWCES QR 510(X) SBQEWMS 
FDR FIN7G DECISIONS RENDERED DURING THE PERICtIl OlJAN-1999 !WRZUGH 31-DE&1999 

STRAUMANN USA 
A!BN:LINDAa 
RESERVDIR pLlwJ3, 
1601 TRAPELO Rem 
PRLTHAM, MA 02154 

-LABQRATDRIEs, INC. 
RMN:PAUL XITImsm 
14124 IMKTsrriw m. 
CMAH?I, NE 68145-0625 

SEmxw, lx. 
m:HAL bsf3RNm 
14124 INOUSI'RmL RD. 
CMAH?i, NE 68145-0625 

f7.mxK-, INC. 
ATIN:PAUL KITBLSm 
14124 INDUSTRIAL RD. 
OMAHA. NE 68145-0625 

sTRYKERo3Rp. 
A!l'IN:MooLEPEZTY 
4100EiASTMILHAMAvENuE 
JSAWWXD, MI 49001-6197 

STRYXERCDRP. 
ATIN:MoQtE FJErIY 
4100?%WTMISHWiAVENUE 
IGiLWWX, MI 49001-6197 

sTRYxEREMx36cDpy 
A!rIN: SEAN cz?axaL 
2590 WATS3 Am. 
SANTA CURA, CA 95051 

.5?nmaR-PY 
ATrN:RIcx BEulTER 
2590 WALSH AVE. 
sAM!A CLARA, CA 95051 

STRYXER-PY 
ATlN:DAVID HIMES 
2590 WliT.SH AVE. 
SAMA CLARA, CA 95051-4085 

510(k) No: K990458 
FT-DNEID: -168 

510(k) No: K992887 
ZT-KBE NO : 402-691-7465 

510(k) m: X993126 
PHONE NO : 402-691-7458 

510(k) No: K993825 
FHXE I+3 : 402-691-7465 

510(k) No: K991706 
PHONE NO : 800-253-3210 

510(k) No: X993583 
FI-ICW No : 616-323-7700 

510(k) W: X983220 
FTDNE KJ : 408-567-2469 

510(k) No: K983566 
FTKXE M3 : 4Q8-567-2123 

510(k) No: K990038 
PHCNE NO : 408-567-2176 

DEVICE:STRAUM&NN~IWLANTSY~ 
SE DECISICN MADE: 16-APR-1999 

510(k) SUHNARY AVAILABLE m FDA 

DEVICE:~-CHZXPTJJSRETICS 
SE DECISION MADE: 22-WV-1999 
510(k) SObWGtY AWGLAEZf FRB+ BDA 

DEVICE: CD-GG.XCD 34 
SE DM=ISION MADE: 26-W-1999 
510(k) SIR%ARY AVAIL?Bm FEMM FDA 

DEVICi%PAFt?+~PLUSRETIC3 
SE DECISICN MADE: 30-NOW1999 
510(k) SUMbBRY Am FRI3M FDA 

DEVICE:VPLWMI'GSO~ 
SE DECISION MADE: 07-D-1999 
510(k) SUbWARY A- FRZd FDA 

DEVICE:ZURICI-ITITAMtBfCx5SICULARREF?LAC'WENTSYsrpl 
% DECISICN MADE: lo-NW-1999 
510(k) S'LWARY AtRnAELE FfMM FDA 

DEVICE: STRYBRINFRAVISICN~PHACZALKIT 
SE DECISICN MADE: 04-JUN-1999 
510(k) SUMM7Gu AVAIIJBW FRZN FDA 

DEVICE:3-CHIPVIDlWcaMERA 
SE DECISICN MADE: ll-JAN-1999 
510(k) SUNQRY AVAILARW FWSM FDA 

06-JAN-2ooo 
Page 347 

DEJVIC'E:HUWEFtTRAKSYSTEH 
SE DECISION MADE: 19-FE!3-1999 
510(k) SUWWZ AVAIIABZ FRB FDA 



suE?MITIERR LISTINGFDRc?IRH~IwY m (SE) 510(K) - OR 510(K) STATEMwrs 
FOR FINAL DECISICNS RENDERED DUFXNG THE PERIOD 01-&'-w-1999 - 31-DEG1999 

STRYxERmPY 510(k) No: K991960 
HANDPIEacmm,?SERE7sFwrSwIm 

ATIN: N. MANI PRAXASH 

06-JAN-2cno 
P-348 

FT-ENE M : 408-567-9100 

DEVICE: SERFAS, SERFas czmaam~, sERFasrn~~,~PRoBE,~ 

SE DEiCISICN MADE: 13-AUG-1999 
510(k) SUbNARY AVAILABLE FWJM FDA 259ONi%sHAv~. 

SANACLARA, a95051 

sTm-Jm?- 
~:~HDAHLA 
259OWXSHAvE. 
.7awA CLARA, a 95051 

sTl=KERm- 
A!tTN:MCtXE PETTY 
4100EASI'MIIJ%%lAVE. 
I(p;LAMAzoo,m49001 

STIiyKER INSTRUMENTS 
ATIXIQUS'IENRKEXLEY 
410oE?!+ST~AVEf. 
KFLLAMAZCO‘MI 49001 

STRYKERLEXBINGER 
A'ITNzKRISTYNR~ 
410oE?'STMILHAMAVE 
m, MI 49001 

STS BIOFOLYMERS 
A'I'lN:T.WHIT ATHG' 
12300 TWmmx~ PXWJ?,Y 
SUITE 625 
RXKTULE,MO 20852 

510(k) No: x993045 
FBZNE NO : 408-567-2401 

DEVICE:BARIWRICLWARXCWE,~~367 
SE DECISICN MADE: 27-CCC-1999 
510(k) SWG@Y AVAILXiU FWSM FDA 

510(k) No: K991696 
FFENENO : 616-323-7700 

510(k) m: K991703 
PEIONEW : 616-323-7700 

510(k) Wz K993061 
PKxam : 6X-323-7700 

510(k) No: K993148 

FBXE No : 6X-323-7700 

DEVICE:STRYKER llEFms-READY=BsYm 
SE DEXXSICN MADE: 25-CC.r-1999 
510(k) !X@WRY AVAILABLE" FFUX EDA 

DEVIcE:STFG%E% HERMES-READYY-SYm 
SE DECISION MADE: 27-MAY-1999 
510(k) W 

DEVICE:STRYKERLEIBINGERREXXW.EFIXATICNSY~ 
SE DEcISI@J MADE: 19-NW-1999 
510(k) ,SUb%RY AWILAEW, FRX FDA 

DEVICE:STRYKERT4Ha3D, SRYXER T4 ZIPPERED TGA, STRYKER T4 PuLuxlER 

SE DM=ISION MADE: 15-0X-1999 
510(k) SIAT@mm 

510(k) No: K994053 

FT-KNE NO : 6X-323-7700 

DEVICE:STRYKERT4EU@RPACK, STRYKERT4EIGHT STATI~IiWmERYcsIAw3 

SE DECISION MADE: 20-DEC-1999 
510(k) s?aTE;MEsRT 

510(k) M3: K991398 
PH@lE No : 800-253-7370 

DJWICJ?z~HYDF0XYApATITE~ (HAC)EXPANDEDKIT 
SE DECISION MADE: 22sEp-1999 
510(k) SUMMARY AVAImBLE FFsN FDA 

510(k) No: K983647 
PKXVENO: 301-770-9590 

DEVICE:ECHWXW.ULTRAXUNDNEEDLEs 
SE DECISICN MADE: 2O-J7iN-1999 

510(k) t5U%AFZ AVAILWm FRX FDA 



suBMI~ADDRESSLISTmmcDIw~~Y - (=I 510(K) 
FDR FINAZ, DECISICW FCiXDEtE'W DUFUNG THE PERIW Ol-JAN-1999 
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o&JAN-2m 
Page 349 

ii?ii?Dii%CWn 
1062-D cm?.z Nmxxo 
SAN C!SMEME, CA 92673 

SUITER MEDICAL L.L.C. 
ATIl?tJAmsPzxJImR 
203 WEST 2ND si'Emrr 
MCCXXX,NE69CXX 

SULTAN c.z-mIsTs, INC. 
ATTN:LEs HEIMANN 
85wEsTm~v~. 
EIEUNXD, NJ 07631 

SULZER~I~INC. 
mET)GTERmP 
2320 FARADAY AVE. 
CARLSBAD, CA 92ca3 

SULzEBcAREMMEDIcs, lxc 
ATIX?:RZERTMFXILFAWIH 
13comAND~m. 
AUSI'IN, TX 78752 

SULzERcIARBcpIEIcs, INC. 
~EDWBDENEWIW 
13ooJzAS!rAND~~. 
AUSTIN, TX 78752 

bsuLzERm1cA 
ATINzEWARDENENrCN 
13ooEBsTANDEBmNm 
AUSITN, TX 78752-1793 

SULZERMEDICA 
A!lZV:MI'BXELLAD~TY 
99oOS~DRIVE 
AUSTIN, TX 78717 

SULzERoRTmm1cs, INC. 
ATlX:MITWEX.LADIBRI~ 
9900 SPECI!RUM DR. 
AUS!CIN, 'IX 78717 

SuLzlERoFmxxEDIcs, ICC. 
ATIT?:SHAW&NEPARDUHV 
9903 -UM DR. 
AUSTIN, TX 78717 

510(k) No: K991254 
FH3E No : 949-369-5751 

510(k) ND: K984457 
pI-mE MD : 800-354-3450 

510(k) m: K991509 
PEKNENO: 201-871-1232 

510(k) J!0 K984536 
Ft3SIENO: 760-431-9515 

510(k) I0 K992056 
FENENO: 512-435-3467 

510(k) No: K993288 
PHCW No : 512-435-3407 

510(k) mz K992832 
PHONENO: 512-435-3407 

510(k) No: K993569 
PHONE No : 512-432-9900 

510(k) No: K974728 
PHtrsiE No : 512-432-9202 

510(k) No: I(983509 
PFKNEID: 512-432-9360 

DEVICE:QSDELNERySYSTEH 
SE DECISION MADE: 23-AU%1999 
510(k) S~TB@WC 

DEVICE:WXLDCXASSwHEEwED a-mIR,mmss 
SE DECISION MADE: 19-JAN-1999 
510(k) SUbNARY A- FFuX InA 

DEVI(X: PB-KX?TICNC%EWER/DISI 
SE DECISION MADE: 14-JUL-1999 
510(k) SUMMARY AVAILABW FIMM EDA 

DEiVICE:REWVAmEUJFFAEim!mm 
SE DECISICN MADE: 16JuN-1999 
510(k) SUWARY AVAILABLE FIXN FDA 

DEVICE:ANNUiXFLEXANNULOPLASTYSY~,~ELAFSOO 
SE DECISICN MADE: l2-CCr-1999 
510(k) SUbWiRY AVAILAEm F!FW FDA 

DEiVICZ:SULZER CWECWDIcSCAFtDIOFIXPEBI~IUM 
SE DECISICN MADE: 29-DEXJ-1999 
510(k) SUNYmY AVAILWLE Fw3M FDA 

DEVICEi:SULZERVASWIEKEXTFEVASUKXt~IS 
SE DECISION MADE: 19-NOW1999 
510(k) SUbWiRY AVAILAEW FRQM FDA 

DEVICE:AF'RMmASLJLAcXWmARm~ 
SE DFCISION MADE: Ol-DE%1999 
510(k) SUMMARY Am FHN FDA 

DEVICE:~~PMEI!AWLA~SY~ 
SE DECISION MADE: 03-AUF1999 
510(k) fXBWARY AVAILABE %xX FDA 

DEVICE:INI'ER-OPA~SY~-DURASULAWINS 
SE DECISION MADE: 03--1999 
510(k) SUM@ARY AVAILTBB FFuX FDA 



.-.-- _~ A-. 
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SULmR~mIcS, INC. 
A'I'INtMIKHELLADHXITY 
9900 S-UM DR. 
AUSMN, TX 78717 

SULzERcJRTmxmIcs, INC. 
ATl%zMITWEXLADHZUTY 
9%tl -DR. 
AUSTIN, !l!X 78717 

SULzERcmr.LmPEDIcs, INC. 
AT?N:~AD~TY 
9900 SPECIRUM DR. 
AUSTIN, TX 78717 

SULIZER~ICS, INC. 
AlrIrJcsHAvAwr? PAFuxJm 
9!?00 S- DR. 
AUSTIN, TX 78717 

sJLzm(x?nmEDIcs, INC. 
ATIN:MIXXEXLADHOFUTY 
9900 S-W DR. 
AUSTIN, TX 78717 

suLzERcLsocA, INC. 
m:MILA lxl!xaa 
3816 DEXII0 BLVD. 
PAr.himRBOR, FL34683 

SULZER SPINE-m 
A!llW:JANEXLAoLCEY 
7375 BUSH w(E RD. 
MlmwmLIS, MN 55439-2027 

SULZER SPINE-m 
ATIWJANELLACXLEY 
7375 BUSH L?m RD. 
MIImmmLIS, MN 55439-2027 

SULZERMEDICA 
ATINzECWE?DENtWIC# 
13OOEAS!rAND~LANE 
AUSTIN, TX 78752 

510(k) ND: K983592 
EBXEIW: 512-432-9202 

510(k) No: x990136 
pIrKm?l No : 512-432-9202 

510(k) I.0 IWO137 
FffmE No : 512-432-9202 

510(k) w: K991143 
FFDEN3: 512-432-9360 

510(k) No: K993043 
PIlcNE No : 512-432-9900 

510(k) No: K990142 
E-T-KXE No : 727-937-2511 

510(k) No: K992276 
PHONE NO : 612-832-6205 

510(k) ND: K993067 
FFDE ND : 612-832-5600 

510(k) No: K990503 
FT-DNEiNo: 512-435-3407 

SUMIR- INDUSTRIES (KXDAH) SDN.5lO(k) No: K984309 
illmI:Hmm (xl3IAL FT-KXWIW: 044 213 121 
LOT 44, 45 & 86 BAKAR ARANG 
INDu- EsrATE 
08moSUNGFU:PEl!AM, 

DEVIC!E:SUGZER~PEDIC'SSYS0RB~~ 
SE DEKXSIa MADE: 28-JAN-1999 
510(k) .SUTWWY AVAILAEm EIXX FDA 

DEVICE:ANATCKK!A GLENoID- 

SE DECISICN MADE: Ol-WR-1999 
510(k) SUK'GRY AVAILABW FEMM FDA 

DEVICE:ANATWIC?iBUMEWG~HEAD~ 
SE DECISION MADE: 18-E'EB-1999 
510(k) S&WARY AWQLABLE FlXXt FDA 

DEVICE:MA(;NA-FssM21KNEE!CiYSTEiE%l 
SE DECISICXJ MADE: ll-JLJN-1999 
510(k) ,SWW?f AVAIIAEm F'FCH FDA 

DEVICE:MS-3OFEFIDRps;srjz&l 
SE DECISICN MADE: 02-DEZ-1999 
510(k) SUMMARY AVAIIAEW FR-% FDA 

DEVICE:HJ!,KXX?LHI'PB 
SE DECISICH MADE: 3O-JUL-1999 
510(k) fimnmmm 

. 

DEXICE:bKXXFICATION~S~ SPINALFIxATImSYsrml 
SE DECISION MADE: Ol-CCl'-1999 
510(k) SUWAR!f Am FWSM FDA 

DEVICE:SI SPINhLFIXATICNSYSTEbf 
SE DEXXSIW MADE: X-NW-1999 
510(k) SUHARY AVAILABLE E'KH FDA 

DEVICE:SL&ZER vAscoTMGELsoFTvAScmAR~Is 
SE DECISICN MADE: 09-DEG-1999 
510(k) SUJWW AVAIIXKZ F'FQl FDA 

DEVICE:NBR4MILS,MTRILE FlxAmmcIoNGL(xIE NfYx- mm 
SE DECISICN MADE: 12-FEE!-1999 

510(k) STAmmrc 
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- INDLJ- (XEDAH) SDN.510(k) IW: K9S4311 
ATTrkHmEkKI CXHW PEDNE No : 044 213 
LtXC44,45&86BaKARARANG 
INDusI!RIAL EiiawE 
cx3cooSUNGAIPETANI, 

-21 

SUNBIQMEDICAZ,~, 
ATm:MING SUN 

INC. 510(k) No: K983790 
PHSENO: 609-401-lo80 

604vPR- 
1001 I-cwER LANDm RD. 
-, NJ 08012 

SUNBICNEDICX~, 
F@fINATI~OFCIXNNE, 

INC. 510(k) No: K993485 
atw43INolDs. tavffna. t4nwwtz 

Ar!xn:MzNGsuN 
604vPRcTENrER 
1001ImERLmDIIGRD. 
-, NJ 08012 

SUmISEMEmmLms,INc. 
ATIWGREG CLITES 
1~DEVILBISSDR. 
P.O. Box 635 
SQMERSET, PA 15501 

-IN.&, INC. 
ATm:FHIG TRioLo 
148 So. l2OOEAsr 
SALT LANZ CITY, UT 84102 

SUPERGLlDE,INc. 
mVIcmRLRATKUs 
227 -AVE. 
BURL-, VI! 05401 

SUPERMAX SDN E&ID 
Es 
ATIN: l5xmu3Y THAI 
IIJT42,PUI'RAINDUSTRIALPARK 
EXJXITRAHMAN~ 
--r-r 

SUPER&W SDN EHD 
?rM..N: STANLEY !tmI 
LOT 42, JATJ!N BRP 9/2, BUKIT 
RAHMAN FurRA,m mum 
47OimSUN.xBUmI-SELANGOR, 

isloNE NO :'856-401-1080 

510(k) No: K991722 
PHONE No : 814-443-7441 

510(k) No: K983372 
PHONE No : 801-328-1996 

510(k) m: K.992919 
ExmENO: 802-S-61 

510(k) N-J: K991415 

FKBlEiN3: 603 657 2328 

510(k) No: x993258 
!?HCNE NO : 603 657 2328 

DEVICE:NBR4MILSMTRILEp(JwDERFREE ExAMImTIcNGLmESIwJN-m 
SE DECISION MADE: 09--1999 

510(k) STATEMENT 

DEVICE:VISUALINEII(ATSOIUW+WASSWJNE)FHENCYCLIDINE 
SE DECISION bfADE: Ol-MAR-1999 

510(k) mA!tmmm 

D~~:VI~~VDRIP3SOFABUSEDIPSlliIPPANELFOR~I~IVEDETE 

SE DECISION MADE: 27-DEC-1999 

510(k) SUWNX AWILABLE FEMM FDA 

DEVICE:DEVILEXISS 5LITEROXYGEN~ 
SE DECISICW MADE: 03-W-1999 

510(k) SUbWRY AXYIIHXE m FDA 

DEVICZ:BIOwlirCLC6EO~sAMpLING 
SE DECISICN MADE: 05-FEB-1999 

SYm,mELBTXXXXXX-BP 

510(k) SUbWARY AvAaABLE Fwcpl FDA 

DEVICE:O~-GLIDERorrCWALCLEANSER&LUB. 
SE DECISICN MADE: 19-W-1999 
510(k) SUM%RY A- FEMM FDA 

DEVICE:SWEXWmS,EOLYMER~KWFRFREEL?YrEx EXAMINATIONW 

SF, DECISION MADE: 26-MAy-1999 

510(k) sxmmfmc 

DEVICE:SWWXWES,FWDERFREEiMTRILE ExAMmATIoNGLmES 
SE DECISION MADE: 27-X%1999 

510(k) smJm@m 
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SURE-W SYsrEMs, INC. 
ATTN:GARY a-IImxT 
310 HARRY BRmGEs BLVD. 
m, CA 90744 

510(k) ND: K992626 
PISNENO: 310-522-0150 

SUFUWEX F'FOlTWACTIa (INDIA) LTD.510(k) No: K992OSl 
ATIN:LONDMCxLSKr.N PHONE No : 334-794-4232 
15OOINDusrRIALIMAD 
P.O. B3X 1252 
DOIHAN, AL 36302 

SUFGI-VISICN, INC. 
A!rm:NziNcY ?lR!fmR 
9250 RUMNSEY FKYiD 
SUITE100 
-IA, MD 21045 

~IC%LDEsIGNOZRP. 
ATINzWiYNEiHM?iTELSKI 
1050 ccNNMII?W AVENUE, NW 
m, DC 20036-5339 

SLJRGIGU zrl"mxm, INC. 
Alr!m:Dcuc;LAsw~ 
962 scmv 'IJAMSAMI TRAIL, #203 
.5SWQTA, FL 34326 

SURGICUI -, INC. , ATrN:lrxuxAsw~ 
962 ScuIw 'rz4amI TRAIL, #203 
-, FL 34326 

SURGICZ lIMPLmE, INC. 
AlrIm:-WSTUART 
962 SOVIH !mtaiwI TRAIL, #203 
SARASOTA, FL 34326 

510(k) No: K992193 DEVICE:EIKO-ESOPWGEAL MRCZOIL 
Pl33JE No : 410-73043998 SE DECISION MADE: 03-SE%'-1999 

510(k) StMGF%! AVAIUEKZ FKM FDA 

510(k) NO: K991852 
F'FKBE No : 202-857-6340 

DEVICE:CWSYS%&ARTADVANTAGE, mm 995 
SE DECISICN MADE: 07-JUL-1999 
510(k) S!cwEmm 

510(k) ND: K990307 
PEN3 No : 941-366-1882 

DEWICE:CNNI-FIX,NAILSYSTEM 
SE DECISION MADE: Ol-AE'R-1999 
510(k) S!tWEmm 

510(k) ND: K990523 
PFKN?, I93 : 941-366-1882 

DEVICE: B2C, ESPACEi REVISION CUP SYSTEM 
SE DECISICN MADE: 30-APR-1999 
510(k) W 

510(k) No: K991405 
PHONENO: 941-366-1882 

DEVICE:CNNI-FIX,HUMERALNAIL 
SE DECISION MADE: 29-JUN-1999 
510(k) SUNNARY AVAIMBLE FKN FDA 

SUEEGICAL LASER -IES, INC. 510(k) No: IV384018 
ATIN:KWICA FEFWWTE PI-DIE NO : 215-619-3248 
147 KEY- DR. 
m, PA 18936 

SU%ICT+L NWIGATICN SF'ECIALISTS IN510(k) No: K992457 
A!lTN:c!ARoL NT3KmwA F'HXE NO : 905 672 2100 
6509AIRKNTRD. 
MISsISSAuGA,~O, 

DEVICE:SUREr~REUSABLESHU?F'S~ 
SE DECISION MADE: 16-DEC-1999 
510(k) STKmm?r 

DEVICE:VARICUSANSELLTRADENAMEsORPRIVWELABEL 
SE DECISION MADE: 19-Am-1999 

510(k) SUMGRY ATKCGWLE FIMM FDA 

DEVICE:~, MZDEL4.OMM, 5.5MM 
SE DECISICN MADE: 15-M&1999 
510(k) SUMAR!f AVAIImtU FFKM FDA 

DEVICE:SNNSYSTETvIWIMCUYIERDOUBLEWJCKSVPm?rARMOPTICN 
SE DECISION MADE: 27-Am-1999 
510(k) SOMMlQf A- FK.M FDA 

:(, 
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SURXC7iL NAVIGATI~ TECHtWmIES, 510(k) r0 K983670 
m:EicGER WHITE PHONENO: 303439-9709 
53Oozw-!xxsr. 
ERXMFIELD, CO80020 

bsuFGIcALNAVIGATIcN DIES, 510(k) No: K984OOO 
ATIN: RXGERNWHITE PEDN!INo: 303-439-9709 
530 azl"Flm STREFT 
m,cx)80020 

SUFGrC% NAVIGATION TBBDLCx-ms, 510(k) No: ix990214 
Al-TN: FKGERNWHITE PHONE No : 303-439-9709 
530 aI24mKN ST. 
-, 0380020 

SURGIW NAVIGATICRJ TEcHNoLM;IEs, 510(k) No: K991468 
ATIN:- WHITE EJIDUEND: 303-439-9709 
53OcxxExNST. 
-, Co80020 

SUFGICX N?WXATIcN TKXIKXGIES, 510(k) No: K992354 
ATI'N: l+XERNWHITE FTmNE No : 303-439-9709 
530 aI24mcN ST. 
EEXXNFIELD, oD80020 

sx3R.xmNAVI~IoN -IEs, 510(k) m K992927 

zfif%E&% DEsTRuEL 
PHDNE IKI : 303-439-9709 

-, CO80020 

suRL;IcAT,mVIGAT1m TEmmuxEs, 510(k) No: K993021 
ATI'N: EGERNWHITE Emm No : 303-439-9709 
530 ozmxN ST. 
-IELD, Q)80020 

+!muxc!RAETLTD. 
ATTN:SIfryxJ FITZER 
FISHINGLINERD. 
FtEDDITCH, KRX, 

510(k) No: K991662 
l?KNFJNo: 015 276 6331 

SuRGIsTAR,INc. 510(k) No: K992978 
A!I'INzJCNATHAN~ PHONENO: 760-431-7400 
6068CXlXDELCliDF0 
CAEUSBAD, CR 92009 

mINx CORP. 510(k) No: I@82264 
ATIN: - TAY &‘m : 612-939-4181 
5420 FELIX RD. 
MDmAFaJs, MN 55343 

DEVICE:SIWALTHSIRTICNSY~ 
SE DECISION MADE: H-JAN-1999 
510(k) ,SUMAFZ AVAIMEKE FKM FDA 

DEVICX:SI'E%THSEWERIMAL;E sroRpI;EAND~cATImsYsTEM 
SE DECISION MADE: 12-JAN-1999 
510(k) SUMMARY AVAILWW FKM FDA 

DEVICE:FwoIicNAVKXXCEFDRTBE~~IONSY~ 
SE DECISION MADE: 22-AFT+1999 
510(k) SUMMUtY AVAIUGU FFKX FDA 

DEVICX:~N@I~GEIMPI=E~ION 
SE DECISION MADE: 06-JULr1999 
510(k) !XMMiWY Am FKM FDA 

DEVICE: SIWIMArXANALySISSY~ 
SE DECISION MADE: 12-CCl'-1999 
510(k) tXJbW%a AVAILNZE F%X FDA 

DEVI(=E:SJ!E&THS'mrIGNWGKWENTGUID~~ 
SE DECISION MADE: 29-D-1999 
510(k) SUNWRY AVAILABm FKM FDA 

DEVIC?Z:MEX'RXS!GTEM 
SE DECISION MADE: lo-MN-1999 
510(k) SUMAR!f A- FHX FDA 

DEVICZ:TITANIUMHARTZWXSYSTiU 
SE DECISICN MADE: o&W-1999 
510(k) ,SUMaIv AvAILABLe FFKM l?DA 

DEWICE:RI~HLADE 
SE DECISICN MADE: X-NOW1999 
510(k) SUbWRY AWULABLE FFKM FDA 

DEXi?X: FIRSTSAVIZ BIFHASIC MXXLS 9200 AND 9210 
SE DECISIa ME: 25-J?&1999 
510(k) zXJNWU! AVAILMLE FKM FDA 
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vm. 
ATIN:sEwa mY 
5420 FELTL RD. 
MINNEAPOLIS, MN 55343 

bsuIm?SLrn. 
mTN:ELFzANm Jaws 
vAImmLLIND.m 
I3uAEmm. 
-, 

lslQmEDIA8 I.ImmnT1mAB 
DLUEBNEZDLEi 
ATIw:~c-JR. 
555 13TH STREGT N.W. 
F~Dc2ooo4 

SYE?RONDENTALSF'BXALTIESINc. 
m:m Eflsmxl 
1717 WFiST Ct.XGINS AVENUZ 
CRANGE, CA 92867 

syBIicNDEX'ALSPECIALTIEsINc. 
AT-IN:- HOGWELT, 
1717 WEST -AVENUE 
CBANGE, CA 92867 

510(k) ID: x984362 
FWNENO: 714-516-7484 

SYERXDEiNlZGSPEtCIALTIESINc. 
ATm:aIlLmEN EKIBmLL 
1717 WEST ClDLTJNS AVENUE 
CRANGE, CA 92867 

510(k) IQ K990225 
FWNEIW: 714-516-7484 

SYERJNDENTALSPECIALTIFSINC. 
AII?N:- Etzk%mJ 

510(k) m: K990252 
PEONEND: 714-516-7484 

1717 WEST EZCJNS AVENUE 
OFWGE, CA 92867 

SYERCBJDENI%SPE~CIALTIFSINC. 
ATIN:oDLwEEN JirxmLL 
1717 WEST -S AVENUE 
OFWEE, CA 92667 

SYERXJD~SPECIALTIESIIC. 
ATm:mLLEEN Ejza%mL 
1717 WEST CXXJJNS AVENUE 
CSIANGE, CA 92867 

510(k) p93: K993072 
PHONENO: 612-939-2942 

510(k) ND: K990432 
PIEN! p90 : 019 788 23664 

510(k) m: K991273 

FECXENO: 202-637-5839 

510(k) IQ K984217 
PFCNJZNO: 714-516-7484 

510(k) No: K990498 
pI-K@ENo : 714-516-7484 

510(k) m: K990739 
FKNENO: 714-516-7484 

DEVICE:XRVMUNKMULTIFUNCTICX~L 
SE DECISICN MADE: lO-DE&1999 

EXXCIRBE (SVL-9630) 

510(k) SUtMFtY AX4ILAFU FRX FDA 

DEYICE:SUFGISOREi 
SE DECISION MADE: 27+AY-1999 

510(k) .s'Ammw 

DEvIcE:swEMED~I~AsPIRATIcNsET,DouBLELuMEN,SINGLEwIMEN,AN 

SE DECISICH MADE: l&AU%1999 
510(k) SUbMARY AVAILBLE FRX FDA 

DEXICEi:EiNLJGHI-2 
SE DECISION MADE: 2O-JAN-1999 
510(k) SUbMARY AVAIUBU FRX FDA 

DEX'IC?Z:ENLIGHTLV 
SE DEXXSIceT MADE: 21-JAN-1999 
510(k) SUMJARf A- FRX FDA 

DEVICE:END~AN~~LYZEF~,MXJEL~~O~,~IFIED 
SE DM=ISIoN MADE: 25-FE%1999 
510(k) SUMYARY AVAlUELE l?RX FDA 

DEi'VIcE:soLoF?LUSowsIo 
SE DECISICGJ MADE: 25-FE%1999 
510(k) SUMtGRY AVAILXXE FEUX FDA 

DEXtCE:OPTI~SOLoPLUS 
SE DECISION MADE: 08-M%-1999 
510(k) StJM@RY AVAILAEU FRX FDA 

DEVICE:~EENDoS!GTJ%l 
SE DECISICN MADE: 26-MAY-1999 
510(k) SUtMARY AVAIUiPU FI0.l FDA 
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SYEKNDENTALSPECIAT.,TIESIK!. 
ATlN:oo~ E!osmLL 
1717 WEST ODLLINS AVENUE 
Ol44lGE, CA 92867 

SYERYJD~SPECIALTIESINC. 
ATlx:axiLEEN ?3Lx%mL 
1717 WEST CDILINS AVENUE 
-, CR 92867 

SYE!XNDENlXSPECIALoTIJCSINC. 
m:- BccjwEL;L 
1717 WEST -S AVENUE 
oz?AMx, a 92867 

SYERXDENTALS~~INC. 
A!ITN:a3Litxm BCISWELZ, 
1717 WEST CoLTJfJS AVENUE 
ORANGE, CA 92867 

SYEiWNDENIIALSPECIAT.,TIESINC. 
ATnI:oD~ - 
1717 L.lEST oXLII% AVENUE 
cX@NGE, CA 92867 

SYEKNDENCALSJ?EC!IAL~INc. 
ATIm:- EKkwELL 
1717 PEST COLLINS AVENUE 
OFWGE, CA 92867 

SYJ%ONDEiNTALSPECCALTIESlNC. 
ATIN:axdLEEN B136wELI; 
1717 WEST QlLLINS AVENUE 
ORAIGE, CT4 92867 

bYizaExm~o3Rp. 
ND SI‘ERILE 10'S 
ATIN:RIa-mRDsw#z 
783 PINEFp;Lwj AVE. 
LWLWT, C?i 91789 

SYNaxFfwMKEmIcALs,INc. 
ATJYN:GARY GIt.iXEE 
1313 - AVENUE 
GOLDEN, 0080401 

510(k) m: I?390743 
F-f-mEm: 714-5x-7484 

510(k) No: K990898 
PEENE No : 714-5X-7484 

510(k) m: I@91035 
FmNEm: 714-5X-7484 

510(k) No: K991808 
FmNENo: 714-5X-7484 

510(k) ND: K992118 
PHCNEKO: 714-5X-7484 

510(k) No: IQ92160 
pi-KNElNo: 714-516-74a4 

510(k) IW: K992195 
PHXENO: 714-5167484 

510(k) ND: K99l215 

PHONE IV3 : 909-468-2186 

510(k) W: K992008 
FKNEIKI: 303-279-1914 

DEVICE:sou3OF?IHO 
SE DECISICN MADE: 04-JUN-1999 
510(k) SUMAFtY A= F'KH FDA 

DEVICE: PFWIGY 4 
SE DECISION MADE: 06-APFt-1999 
510(k) .SIJMWW AVAILXXE FRX FDA 

DEVICE:QUANIK-EmmaSYsTEM 
SE DECISION MADE: 24-JUN-1999 
510(k) SUMGFtY AVAILABLE ElXM EDA 

DEVICX:OpTIKNDSOL0PLUS 2 
SE DECISIGN MADE: 09-JUL-1999 
510(k) iSUMARY AKVLAEKE FKN FDA 

DEVICE:PRXGY4TRAN,9LWERTs*HADEs 
SE DECISICN MADE: la-AU&1999 
510(k) ,?XM@W AVAILMLE FKM FDA 

DEVICE:NJXXUS2 
SE DECISION MADE: l%AuG1999 
510(k) SUMGRY AVAIL?HX FRX FDA 

DEVICE:QJANIW-EIRRIGATIONSYSTEM2 
SE DECISION MADE: Oa-Wl?-1999 
510(k) SUM%ARY AVAIIABL FIX% FDA 

DEVICE: zCXM?EXGA~PADS (l'S)AND SYMI‘EXGAUZE SW -2'sA 

SE DECISION MADE: ll-JUN-1999 
510(k) smTB%Wr 

DEVICE: PHARMASEED, WDEL m-125-1 
SE DECISION MADE: 23-DEC-1999 
510(k) STKmmm 
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WCS, INC. 510(k) m: I<990568 
Ml3Lm laxEcIm LASER PFCBE Bma TIP, mEL 59.01 
ATm:wRrwGN@P FWCNZNO: 314-939-5100 
88 BUBBLE DR. 
ST. 'CFMUES, PII 633044694 

l9YNIEGTAICmIC?!LINm 
rn:TEDYsHI 

510(k) ND: K9839aa 
E%-nzE lm : 886 479 87099 

bsYmEC-TAIWMEDIrn -510(k) No: K984364 
mm 71100, 294-300,403 6i 292-730/820 
ATm:TEoYsHI PTcDm No : 886 479 87099 
2,msANm43,clmJNsHING 
~U~ZtNE,SHENKANG 
-=, 

Eh!NEGW- MEDICAL INSTRUMExQT5lO(k) In K984543 
MWJS:25WOQ/28O, =:274dCO/870, TIBIA:249-3OO/420 25 
AlrJm:YI!EDYsHI FTm!a Kl : 886 479 87099 
2,KuIGsANFcaD,cls?4uNsHING 
INDumm,sHENKANG 
-Hub 

&sYrwFsTAI~mI~rN~ 510(k) No: K9846O2 
PCKXGNO: 886479 8099 rmN:TEDYsHI 

2,KuNGsANm,cHAuNlsIING 
INDUSI!RIALzcNE,SBENKANG 
-=J% 

- (UW 
ATIN:ANZLAJSILVESTRI 
1690 RUSSEiLL FUNI 
FOST OFFICE B3X 1766 
P&Z&I, PA 19301 

- VJW 
AIIlNzJONP3CHANMGZEEFcl' 
P.O. Box 0548 
1690 RUSSELL mm 
PPLILI, PA 19301 

- PJW 
ATIN:AIWZAJSILVESTRI 
P.O. BOX 1766, 1690 RUSSELL 

PPDLI, PA 19301 

510(k) NO: K983787 
PHONENO: 610-647-9700 

DEVICE:SYNE%SPRZXIMALTIBIAPLAT~SYSTEM 
SE DECISION MADE: 21-JAN-1999 

510(k) ,%&NARY Am Flicpl FDA 

510(k) m: K984377 DEVICE:SYtQHESSPINEiCERVIFIXSYSIW 
PHONEiNo: 610-647-9700 SE DECISION MADE: 2l-JAN-1999 

510(k) SUMt%RY AVAILARW FRaM FDA 

510(k) No: m34498 
EFIOIWNO: 610-647-9700 

DEVICE: SYWIHES (USA) AFTI- 
SE DECISICN MADE: la-FEB-1999 

DISTALRADIUS (ADm) SYSTfm 

DEVICE:~~ IASER PFmE, STRAIW TIP, mEL 59.02, Scm 

t% DECISION MADE: lpMAy-1999 
510(k) STATEmm 

DEVICE:SYMEGTAICHUbZNCN-SlERILETIQmUMALLOYMINI-PlATE 
SE DECISICN MADE: 27dAN-1999 

510(k) SUbNARY AVAILAEm FIMM FDA 

DEVICE:SYWIEC-TAICW%NoNsTERILE SMhLLOR%%?EDICFIXATICNSYSTEbl, 

SE DECISICN MADE: 02+W?-1999 

510(k) SUbNARY AVAILABm m FDA 

DEVICE:SYNlWZ-WiI~NON-STmILE B NAIL SYSTEM, l.4zmL:Hu 

SE: DECISION MADE: 01-M?%1999 

510(k) SW%RY AVAZAE?m FEMM FDA 

DEVICE:SYNTEZ-Z4IcHuNG~+RZRILEUNREWm BMuLsYsrEM 
SE DECISION MADE: 05-M&R-1999 

510(k) SUNQRY AVAILWLE FEMM FDA 

510(k) SUtQQRY A- m FDA 
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- ww 
m: ANGELA SILVESTRI 
1690 RUSSELL Rcxm 
PAOLI, PA 19301 

- (Us‘?9 
ATTN:- GlILBERT 
P.O. Eox 0548 
1690 RUSSELL RCY+D 
PMLI, PA 19301 

- PW 
xrJ!N:SHEEuLMU&%NUm 
P.O. m 1766, 1690 RUSSELL 

PMTLI, PA 19399 

- UJfi) 
ATrN:SIBRILMUswJNs 
1690 RUSSELL RmD 
FWT OFFICE mX 1766 
PPIZI, PA 19301 

- VW 
ATIN:- GIIiBERC 
P.O. Box 1766 
1690 RUSSELL ROD 
PrnLI, PA 19301-1222 

- (UW 
ATImSHEBILMU~ 
1690 RUf%SEn, m?Q 
P.O. E!OX 1766 
PAiSLl, PA 19301 

- ww 
xtlN:sHERILMUrn 
1690 RUSSELL ROAD 
P.O. HOX 1766 
PMLI, PA 19301 

sYIa-Es (UW 
ATrN:SHERILMU~ 
P-0. EOX 1766, 1690 RUSSELL 
m?lll 
PpL>LI, PA 19301 

510(k) No: K990637 
PHCNE No : 610-647-9700 

DEvICE:SYNIHB~ REcmm~I~PLATE(LRp)wIm~YLARHEAD 
SE DECISION MADE: 22-CCT-1999 
510(k) SUMGRY AMILAEZE Et+.% FDA 

510(k) No: K990965 
E?Z!%?s px3 : 610-64'7-9700 

DEVICE:SYNTHESCERVIFIXSYSIEM 
SE DECISION MADE: Ol-JUL-1999 

510(k) SU24GRY AvAILABLe FF0.l EDA 

510(k) m: I691004 
PEON3 No : 610-647-9700 

DEVICE:SYNIHESQuI~LOCKIMFSYSTEM 
SE DECISION MADE: 23--JUN-1999 

510(k) SUbWARY AVAIL?Bm FIiaM FDA 

510(k) No: K991407 
PiXNE NO : 61Cd47-9700 

DEiVICE:SYNlWTS jIcxxmsmm 
SE DECISICW MADE: ll-JUN-1999 

510(k) SUMHARY AvAILABLe FI7LaM DA 

510(k) No: I<991552 
FBJ%NO: 610-647-9700 

DFiVICE:SYNTGSPEDIATl?ICRODSYSTEM 
SE DECISION MADE: 02-JUN-1999 

510(k) SUNNARY AVAIL?BW W FDA 

510(k) m: K99ia60 
PENENO: 610-647-9700 

DEVICE:SY'MWZS cRANIALFzAp?wIsrcIAMP 
SE DECISION M7QE: 2O-JUb1999 

510(k) SUMMARY AVAILMEE FTMM FDA 

510(k) No: K992000 
PEtENo: 610-647-9700 

DJWICE:,SYNIWS czRmIALmToBEczAMp 
SE DECISION MADE: 2O-JUL-1999 

510(k) .5UWARY AVAZJWtE FWM FDA 

510(k) No: K992348 
FFFXENO: 610-647-9700 

DFJVIc3E:SYMBESSPIRALE%LADEFoREIuMERAT, 
SE DECISICN MADE: 23-SETP-1999 

NAIL (=-w 

510(k) SUbNARY AVAILABLE FRB FDA 
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- tuw 
M+l9Oc.aPmwmLcABp) 
ATIN:ANGEZiJSILVEiSTRI 
16ooRUSSELLRD. 
PNLI, PA 19301 

- Pm 
ATIN:bsmRILMu~ 
1690 FtwsELL mw 
FOST OFFICE EOX 1766 
PMLI, PA 19301 

- tu=d 
A!t'lll:JCtWRAN GIlLBERT 
1303 GasHEN PKWY. 
WEST -, PA 19380 

ii!if??s GILBERT 
P.O. Box 0548 
1690 R~~EU RXD 
PMLI, PA 19301 

l!zmamssPm 
A!IlN:JCfQTHAN GILBEFQ 
P.O. Em 0548 
1690 RUSSELL Fxxu 
PMLI, PA 19301 

SYNMES SPINE 
ATIN:JONATBAN GILEWT 
P.O. mx 0548 
1690 RussELL ROAu 
PMLI, PA 19301 

- SPINE 
ATTN:JOIWlFW GItLPERT 
P.O. Box 0548 
1690 RUSSELL RmD 
PMLI, PA 19301 

syNTIicNBIoREsEARcH,INC. 
ArJ?.m:cLEvEwLAlRD 
1420 LC6 ANGELESAVE. 
SUITE 201 
SIMI vzu.&Y, CA 93065 

510(k) No: K992837 

PIKWENO: 610-647-9700 

510(k) No: K992891 
PHONENO: 610-647-9700 

510(k) No: x993314 
PIKNEW: 61O-647-9700 

510(k) No: K994ia7 
PEDIENO: 610-647-9700 

510(k) No: K984612 
PIBNEPD: 61O-647-9700 

510(k) m: x990745 
FKNENO: 610-647-9700 

510(k) No: K991089 
FTKNENO: 610-647-9700 

510(k) IW: K99O325 
PHONENO: 805-522-6223 

DEVICE: 3.5 MM 90 -LIMITEDosNITx=T- BLADE PLATES (3.5 

SE DECISICN MADE: 25m-1999 
510(k) SUWAFZ AWCWEiLE FI0l FDA 

DEVICEi:SYNTHES - WITIONINZ PIN 
SE DECISIW MADE: 02-W-1999 

510(k) SUM%RY AD F&C&i FDA 

DEVICE:SYNll#SLIGHI'GUIDE 
SE DECISICN MADE: 06-DEC-1999 
510(k) .SUbMRY AVAILMLE FHCM FDA 

DEVICE:SYNIHESCERVIFIX+%S'IEM 
SE DECISICN MADE: 21-DE&1999 

510(k) SSJMNtY AWILABIE = FDA 

DEVICE:SYN'IH%SPINE~~UNWER%&SYSl"EN 
SE DECISION MADE: 19-JAN-1999 

510(k) SUbMARY A- FRZN FDA 

DEVICE: ~IFICATION~SYNlMES UNrmmSxSPINALSY~ 
SE DECISICN MADE: 3O--MAR-1999 

510(k) SWM7iRY AWILABIE FRZM FDA 

DEVIC!E:SYNTHESCERVIFIXSYSTEM 
SE DECISICN MADE: 27-AUG-1999 

510(k) SUbWRY AWILABLE FI&x FDA 

DEVICE:~PDI~XMULTIDR~SCREENINGDEVICE 
SE DECISICN MADE: 24-JUN-1999 

510(k) SUMARY AVAILABm FF0f FDA 
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TACHIARUEBERIND.WRP. 
S 

510(k) ND: K990575 

ATm:cHIN-MING YANG E%DNE No : 886 468 63359 
903 cz%JNG SBAN RD., SEC 2 
TA am+, TAIm, 

TACXIARUBBERIND. am. 510(k) No: K990577 
cNEs 
ATnl:(zz-lINm YAW PHONE NO : 886 468 63359 
903cmNGsHANRD.,sEc.2 
!m c.mA, mm, 

TAMFA~CENT. 
ATIN:MIa CAPRIA 
700WESTbATER9AvE. 
'AMPA, F'L 336U4 

510(k) n K9ai938 
PHONENO: 813-935-4404 

TAN SIN LIAN INOUSTRIES SDN. EHD. 510(k\ No: K992557 
ATIWTANTICW GIN 
ma, TAMAN~R~ 
&,lmANBAJIABD~ 
=, Jo% 

mNDmMlmC&Ll,mC. 
m:m MI- 
15910 BERNARD0 CXNI'ER DRIVE 
SAN DIMX), Ca 92127 

TAur, INC. 
zYIlYJ:m mm 
2571 KANEXmE CWRT 
GENEVA, IL 60134 

!YINrr, INC. 
ATlN:Fi?xwaD mm 
2571 - 03URT 
GENEm, IL 60134 

l7wmMEOIcz,INC. 
m:vAuGBN WEEKS 
621 16TH STREET 
RAcINE,wI 53403 

l-m SUPPLY ax@. 
A!rm:wJJ.L~ HUNGLFE 
12490 clEKW% AVE., SUITE 221 
cl-IINo, ca 91710 

PdE’m : 006 069 510526 

510(k) IW: K990889 
PHONENO: 619-673-3900 

510(k) No: K992904 
PHONENO: 630-232-2507 

510(k) No: K992907 
PHCNENO: 630-232-2507 

510(k) No: K984382 
PI-DENO: 414-632-0355 

510(k) No: K983671 
PHONE No : 909-628-9698 

DJZVICE:TACHIA~EREDNON-~~ERILE NI!mIr.EPATlEm FxAMlmT1oNm 

SE DECISION MADE: 04-M&Y-1999 
510(k) STATmmm 

DEVICE:TACHIAFW?DERFREEbKXV-SBFUIENITRILEPATlmTEXMIN?W~~ 

SE DECISICN MADE: O&MAY-1999 
510(k) .?mTmmc 

DEXCCF,:TAMPA HYPEmmIc mPLAm a-!mQER 
SE DECISICN MADE: 06-JTJL-1999 
510(k) SUbWiRY AVAILXXE FIiQM FDA 

DEVICE:(pEATEX~~LATEX FxAMINm1mGuxTEs 
s% DECISICN MADE: M-SEX-1999 

510(k) SmTmmm! 

DEVICE:AUIC#XXZ INFwSIcNSYSTR"l 
SE DECISICN MADE: 03-JUN-1999 
510(k) S&WARY AVAIiXXE FIMM FDA 

DEXICEi:MINI-FCRT 
SE DECISION M&DE: 05-CCT-1999 
510(k) .%XBfWc 

DEVIcE:INIRADUCER 
SE DECISIm MADE: 05-CC-J-1999 
510(k) sSImBmW 

DEVICF,:RccuGUlDE 
SE DECISION MADE: 05-MAR-1999 
510(k) SUbWRY AVAILABLE FH% FDA 

DEVICE:NXKJRWBRANDACWWCWRENE~XI~ 
SE DECISION MADE: 04-MAR-1999 
510(k) SObWRY AVAIIJWZ FRBl FDA 

- 
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TE ME NA S.A.R.L. 
A!lXNzIXBWDFRYAN 
21981 U.S. 19N 
-, FL 33765 

510(k) No: K99CXJ20 
FFDE No : 813-796-6916 

TEawB, INC. 
ATIN:DAVlDMLYEXY 
1861 PIWIT DR., STE. 1030 
EXAWBWG,W+24060-6364 

510(k) m: K9941bl 
PtzoNE NO : 800-832-4522 

TExHNamEoRom 
A!rlN:HARRY IomIu 
S!uwIn 122 
P-0. mx 239 
6191 BG EiEEK, 

510(k) m: K990015 
EEONE No : 31 464 370371 

BrnrnMEDIZrn 10(k) W: K992536 
ATm:wIllLIAM KELLEY F'EN.3 NO : 949-660-2950 
2525 IUXW AVFi 
IRVINE, CA 92623 

TEcsA-~mcEs 510(k) No: K990602 
ArJTN: cT-IRIsTINE EMANUEL 
1205 DE LA VINA 
t5zxcA -, CR 93101 

PmiE'm : 805-963-4312 

TllaTJEcoRP. 510(k) m: K992627 
XiTWTHWASEFINCX PHONENO: 83-5-7588 
6929 OLD Sm BRAN%H RD. 
SPRINGBTIANCW, TX 78070-5104 

!lIzmmzm. 510(k) No: K992628 
AtITNzlVCBWEFINCH FJIDENO: 830-885-7588 
6929 OLD SPRING BRANCH RD. 
SPRING BRANCH, TX 78070-5104 

TEFrEccoRP. 510(k) NO: X393160 
ATIN:TB%ASEFINCH,III mm3 NO : 830-885-7588 
6929 OID Sm BRANCX RD. 
SPRING-, Tx78070-5104 

TELEDYNE ErmmlKmC Tlm-liWmm 510(k) plR3: K990457 
Al.TN:RAY XHRTAVI PHONENO: 626-934-1502 
16830cHFsTNm isTREm! 
CITYOF INDUSTRY, Ca 

DEVICE:TEMENALCGSOFRESISB4VCESYRINGE,lOCC 
SE! DECISION MADE: 24dJN-1999 
510(k) SmIBmfC 

DEVICZ:E.HIS!miYTICZiII 
SE DECISION MADE: 21-DEC1999 
510(k) SWXARY Am FRaM FDA 

DEVICE:EXECTFmENEEDLFs 
SE DECISION MADE: 274dAY-1999 

510(k) SUbWARY AWiZAE%E F!BX DA 

DEVICE:TECWX&WTKRYOTSK2CQ5 
SE DECISICXJ MADE: Oa-ocrT-1999 
510(k) StBB%RY AVAILXXE FIUB FDA 

DEVICE:RICHIERLI~PLASTY~AND Am 
SE DECISION MADE: ol-JUIr1999 
510(k) SUbWARY AVAILABL = FDA 

DEVICEi:FlRSTCL?GSFWB.R~ SExcmSY~,~ELs500 
SE DFCISION MADE: 25-OCT-1999 
510(k) SUbWiRY AWVLAE%E FFUX FDA 

DEiVICE:FIXTCIJ% ~TILTANDREZIJNESEATSYSTEM,lXiXLS4OO 
SE DECISICN MADE: 25-W&1999 
510(k) SAW 

DEvIa: cE"lEGAmc, mEL ZlOo 
SE: DECISION MADE: la-W-1999 
510(k) STATmEw 

DEVIC!E:TED6OTOX!GENAN?&YZEB 
SE DECISICN MADE: 0%W-1999 
510(k) fZixmmW 
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!I!ELwAm ax@. 510(k) No: K992291 
Afrm:JAMFnssBRYAN FT-KNENO: 610-825-4555 
1094NEiWDEHAVENAVE. 
WEST -, PA 19428 

TELEMEO SYa, INC. 510(k) No: K992390 
RCEPS~16ocMOVAT.,UJP,~BiO&YFMEPSSERRATD 
ATIN:JOHNACHAVES ITXSlENO: 508-481-6718 
19MGHAMST., UNIT1 
M7WBXWW, MA 01752 

TEr.EmD SYSTEMS, INC. 510(k) No: K992402 
NCl-IX2oocMX35MMTIP'IIApER-3OMMCUITINGWIRE,5.OFREbK%I 

PEICNENO: 508-481-6718 RITN:JOHNACHAVES 
19BRIGHA&lST.,UNITl 
-, MA 01752 

TELEX oz2-MmlcaTLcNs, INC. 
Alrm:m - 
96OO??iLDFUCHAVENUESCX3IM 
-S, MN 55420 

TENEKD, INC. 
ATINzJ(3HNBWEBB 
1020 W BAY AVE. 
Nt%RRT BFACX, CA 92661 

T!ERANGNusAsDNBBD 
m:cHINGuAN r.m 
LurE4 (4), J-AIANLAPAN 
~clHEpA2IND.ESTATE 
IzacA BmRu, -, 

TERANGNUSASDNE!HD 

TEFHENUSASDNBHD 
ATm:~-GuAN UN 
lJAzANa,xmrmmNmA2 
INDu- Km, 
KurA BH?mJ, -, 

T!BUNGNUSASDNBHD 
AT?n:a-IIN~ LmJ 
lmr.ma,Pmximm~A2 
INDusTRlAL ZmE, 
Iu.3m BBARU, -, 

510(k) No: K984243 
PENENO: 6l2-884-4051 

510(k) No: K972267 
FT-ENENO: 714-673-6531 

510(k) No: K982957 
EXNENO: 609 773 5133 

DEVICE:SENSIFLEX~ERFREESURGLJN'SGI0VE 
SE DECISICN MADE: 13-J&N-1999 

510(k) SUMdARY AMILABLE m FDA 

510(k) No: K990488 DEiVIc3E:SENSIFLEX~ERFF@ELRIEX EXAmNxrIoNc;LMIE 
PHCNENO: 609 773 5133 SE DECISION MADE: 28--MAY-1999 

510(k) SUM?Rf AVAlIR%E FPSPI FDA 

510(k) Iw: K990840 
PHCNNO: 609 773 5133 

DEVIc3E:NLGARDNITRlLK%iDEREREENITRlLE EfmMlmTIoN~ 
SE DECISICN MADE: 17-&lAY-1999 

510(k) SUM?@Y AVMLABLE = FDA 

510(k) No: K990841 
PfXlNENO: 609 773 5133 

DEVIC!E:~NITRlLNITRIIE EXAMmATIcNGmvE 
SE DECISICN MADE: 17-MQY-1999 

DEVIC%H20- TExsREDOFTIcN 
SE DECISION MADE: 06-AUG-1999 
510(k) SUM?ARY AVAIUBLE i%CM EDA 

DEVILa: ~BIOPSYFORCEPS w 230 CM CMAL CUE', IloT BIOPSY EC 

SE DECISICN MADE: 22-D-1999 
510(k) m 

DEVICE: 5.OFRENcHX2oocMX35bMTIPTAPER-2OMMWITIIG WIRE, 5.0 FRE 

SE DECISION MADE: 22-DEC-1999 
510(k) STATmEm 

DEVICEi:TELEXTINNITUS~ANICN 
SE DECISION MADE: 21-JAN-1999 
510(k) SUMGRY AVULABLE = FDA 

DEVICE' BELICA "'IV 
SE DECiSIcN MADE: 14-SEP-1999 
510(k) SUH7GtY AVAILABLE = FDA 

510(k) SUMARY A- FRM DA 
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TEmTEmaxcmAT1m 510(k) I0 K992505 
ATIN: SHEILA HE2JiEm-HEYER FENENO: 508-643-0434 
49 FTAIN STREEr 
rDRI7-I ATEEORI, MA 02760 

TERUM3 EOKQPE N.V. 510(k) No: K984576 
II NEEDW (HYFCDEBMICNEEDLE) 25GXl,bSBZK&2525FB, K 

A!JTN:MJAER!B ET-KNENO: 003 216 381211 
RElswxmARKm2 
-40 
LExJVEN3cn1, 

TERUmMEDIc7GaxEJ. 
AlTN:YUK-TIW LEWIS 
125 &UE BALL RD. 
ELIUCN, MO 21921 

510(k) m: K981359 
FKREIW: 410-392-7213 

TEmmMEDIcnLaxP. 
ATINZSANDI H2mTK.A 
125 E!LUJi! W&L FtCW 
ELKTON, MD 21921 

510(k) No: K982467 
PHONFiNO: 410-392-7231 

TEFtUmMEmcBLcmP. 
H&D-) 
AfITN:YUK-TING LEWIS 
125 BLLlEBziT.LRD. 
EjzUm, MD 21921 

510(k) No: K984260 

Fi-DQiNO: 410-392-7231 

TERUmMEmax!axP. 510(k) No: K991406 

ATm: KRLsTm wT+sNER 
125 BLUE Bw RD. 

. , 

PHCNENO: 410-392-7241 

TERUmMEmcnLaxP. 
ATIN:GARFtYAW 
125 BUTE PAIL RD. 
ELKTON, MD 21921 

510(k) No: K991973 
Ii?fKNEm: 410-398-8500 

TERUmMEDIcAIcrRP. 
ATTN:YUK-TING LEWIS 
125 BLUE Bw RD. 
ELKTCRJ, MO 21921 

510(k) No: K992051 
FTBNENO: 410-392-7213 

TEmJmMEmcmaxP. 
AcrTN:KRIsMNE wRxER 
125 l%UE P?&L RD. 
EI.K!lm, MD 21921 

510(k) No: K992802 
FTKNENO: 410-392-7241 

DEVICE:~,~EL2OOOIM?!GImIM@GlIG 
SE DECISION MADE: lO-NOW1999 
510(k) St&WARY AVAILWLE FF0.f FDA 

D?WICE: K-PACK II (HYFCDERMIC =LE) 23G X 1, mEI, KN2325RB, K-PACK 

SE DECISIm MADE: 14-JUN-1999 

510(k) SUWARY AD FTMM FDA 

DEVICEi:GTLM;GIEEIo 
SE DECISION MADE: 27-JAN-1999 
510(k) SUW?GY AVAILABm m FDA 

DEWICE: CAPIOXCARDIOPLEGIA 
SE DECISICN MADE: 23-JUN-1999 
510(k) S Am m FDA 

DmCZ:PINNACIE R/OOFt~IFWUSINI'FGDUCEFtR/O(aWFZiEOOFASHEiAT 

SE DECISICN MADE: 26dAN-1999 
510(k) SUWARY AVAILABLF: FfMM FDA 

DEVICE: TERUMZI SUFBW FLEX 1-V. -ANDTERmsuRFLAsH I.V. cI7xu-l 

SE DMJISICN MADE: 16-JUN-1999 
510(k) SUbWIBY Am FF0f EDA 

DJiVICE:CAPIOXSXlO~REZZVOIR 
SE DECISION MADE: 03-SEP-1999 
510(k) SUbWiRY AVAILABE FI0f FDA 

DE~ICE:RADIF~~~SOP~?I%IFQJE 
SE DECISICN MADE: lo-AUG-1999 
510(k) SUWhRY AVAILWLE Ff0f FDA 

DEWICE: -U-100 INSULINSYRINZZ 
SE DECISICN MADE: 09-SE%1999 
510(k) SUMMARY Am FRCt4 FDA 
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TESELECIPICAL~Co3Rp. 
ATIN:MIKEzm 
No.57 JEN-AIRaD SEC. 2 
TAIPEI, TAIWAN30, 

TEVAMEDICXL, LTD. 
ATm:MrBYANN MELUS 
482 HuDsmTERRAcE 
EiNmmXo CLIFFS, NJ 07632 

TEXAS It"mJKJm, INC. 
MI'N:CXAtUESWGlX 
I.2524 FM 3226 
TYIER, TX 75707 

TGMEDICZLSDNBHD 
A!MK!:LIMwEE a4AI 
m5091, JALANTEmmI, BT5, 
OFF JLN MERJ 
IZIAE, - D.E., 

'IGMEDICXSDNEiHO 
ATIN:wEE-a-nI LIM 
Lm5091, JALmTEm!mI, BT 5, 
OFFJINMEBU 
KLWG, - D-E., 

TGMEDICALSDNEHD 510(k) ND: K992360 
A!MN:- LIM PIDIEIW: 603 392 7880 
Lm5091, JAIlAN-, BT5, 
0FFJLNMEmJ 
ICLANS, SELANGOR D-E., 

'IGMJZDIcAI;SDNEHD 
A!rrN:wEFExmI LIM 
LM! 5091, JALAN!rERAmI, Frr 5, 
OFFJ-mMERU 
KANG, tTGEMWB D-E., 

TGMEDICALSDNEHD 
ATIN: T.S. FKN 
Lm 5091, JALcANTmAmI, BT 5, 
OFF m MERU 
J.CAM2, ,SELWXR D.E., 

mAYERMEmc%axP. 
ATIN:DAVIDTSLADEK 
4575 Sorrm PAIX) mE RD., 
SUITE 337 
msm, AZ 85714 

510(k) MJ: K992425 
PHCNENO: 886 223 939142 

510(k) No: K990288 
PIXNENO: 201-567-1010 

510(k) No: K991465 
FTKNENO: 903-566-6696 

510(k) m: K990668 
PHCNENO: 603 392 7880 

510(k) No: K992219 
?XDNENO: 603 392 7880 

510(k) No: K99284i 
PHONENO: 603 392 7880 

510(k) No: K993562 
PHCNENO: 603 392 7880 

510(k) m: K992722 
PHCNENO: 520-790-5393 

DEVICE: TES-20 
SE DECISION MADE: 19-ocT-1999 
510(k) m 

DEVICE: FREEi FLzlw SAFETY DEVICE, MJXL = 245052 
SE DECISION MADE: 24-FEE-1999 
510(k) STATMXC 

DEVICE:DRuGSTOP 
SE DECISION MADE: lo-DEC-1999 
510(k) SmTEMm 

DEVICE:FC&JDERFREEBuJENITRILE:~ 
SE DECISICN MADE: 03-JUN-1999 

510(k) ,SmImEm 

DEXtCE:XJ/?DEBEDLATEXSTERlIE %!xmxmLm 
SE DECISION MADE: 3O-JUL-1999 

510(k) f%XMmMC 

DEVICE:'J.GMEDICXFCX'iDEBEDNITRILEi:ON~ 
SE DECISICN MADE: l2-O-Z-1999 

510(k) m 

DEVICEzTGMEDIC?&~EX%DNITRIIEFiLUFi EzmmwrI~GzcwEs 
SE DEXZISICN MADE: 29-CCl-1999 

510(k) snxrmmr 

SE DECISICN MADE: 

510(k) m 

DEVIClCpRIMEAIRE: 
SE DECISICN MADE: 

510(k) STATmmT 

29-DEc1999 

lo-New-1999 
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mALmo3Rp. 
ATIN:JIM c.l-IITIY 
4oou?ENsH?wBLsm, SUITE109 
TDRRANCE, CA 90503 

TNEBINDINGSITE,L'ID. 
ATIN:JAYHGETiCER 
lL%3T~,suITE600 
2425 WEST ULYMPIC XULEW@D 
mmcA, CA90404 

THEBINDINGSITE,LTD. 
ATIN:JAYHUXLER 
EasT!K3mR,suME600 
2425 WEST OLYMPIC E0UWV?W 
sANI!AmcA, ca90404 

'IHEBINDIWSITE, LTD. 
A!?XWzJAYHQXJXR 
EAsT9IcmR,suITE600 
2425 WEST OLYMPIC BXKEVNQ 
sANrAM(=NIcA, a90404 

'IHEBINDINZiSITE, L!ID. 
ATINtJXHGEZER 
EasTT(IwER,suITE600 
2425 WEST OTXMPIC BXXEVMD 
FlsAtmAmcA, cl90404 

'MEBINDINGSITE, LTD. 
ATI'NzJAYHGEUER 
EAsrlxmER,suITE600 
2425 WEST OLYMPIC EWLEXWD 
SANTA &fxvIa, cl 90404 

'IHEBINDINGSITE, LTD. 
TICN 
mJAYHGEX.LER 
EAsTlIcmm,suITE600 
2425 WES!C OLYME'IC BXLWARD 
SANrAmcA, CA90404 

THEBINDINGSITE, LTD. 
ATINzJAYHGELLEX 
EAsT~,suITE600 
2425 WEST OLYIGIC EWLEXMD 
SANrA l"KmcA, CA 90404 

510(k) No: K990894 
PIlcNENo: 626-960-3449 

510(k) NO: K9ai783 
EKNNO: 310-449-1399 

510(k) No: K981784 
PHONENO: 310-449-1399 

510(k) ND: K981785 
EJHJNENO: 31o-449-1399 

510(k) m: K981786 
FKNENO: 31o-449-1399 

510(k) No: K9ai914 
ETXXWNO: 31o-449-l399 

510(k) No: K9819i5 

PIYKFJENO: 310-449-1399 

510(k) No: K982ico 
PHONENO: 310-449-1399 

DEVICE:EFIB~SYSTEM 
SE DECISION MADE: 19-MAY-1999 
510(k) fZ7xmmW 

DEVICfii:C3 -mm 
SE DECISION MADE: 2O-DEC-1999 

510(k) STAmmW! 

DEVICX: IGMMJXUGPH ANMSERUM 
SE DECISION MADE: 21-DJX-1999 

510(k) ,smIWmT 

DEXiXE:CX MINlmcxm1= 
SE DECISION MADE: 2O-DE&1999 

510(k) STAmMWT 

DEVICE: IGAMINIXFH ZWCISE!FUM 
SE DECISION MADE: 24-NOW1999 

510(k) STxmmIJ 

DEVICE:TUFUXDIMEI'RIC/~ CHUMANSERUM~ PREZUWCICN 
SE DECISION MADE: 26-W-1999 

510(k) slnTmmT 

DEVIC!E:TURBIDIMEl'RIC/~CHUMAN~~PREPX??G 

SE DFCISICN MADE: 2O-DEC-1999 

510(k) S?tWmWT 

DEVICE: IGGAND IGG SUBCUGSWCD~TICTESTKITS 
SE DECISICN MADE: 2O-DJX-1999 

510(k) STrxmmW 
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'IHEBINOING SITE, LTD. 
mJAYHGFUER 
EAsr7T3lEFt,suIm600 
2425 WEST OLYMPIC BXLEXWD 
SANrA txlNIcA, CA 90404 

l'HF,BINDING SITE, LTD. 
ATlNzJAYHGELLER 
EAsT~,suITE600 
2425 WEST OIXMPIC BWLEV?W 
SANrAmcA, ca90404 

'IWEBINDlXSITE,LTD. 
ATI'NzJAYHGEUER 
E7LsrYLn?EEt,suITE600 
2425 WEST OLYMPIC BXKEWRD 
zz-wrAm~,a90404 

'IHE BINDINGSITE, LTD. 
ATI'N:JAYHGELLER 
Er+sT~,suIm600 
2425 WEST OLYMPIC EiOW%MD 
SANrAmcA, CA90404 

'lXEBINDINGSITE,L?D. 
Atl'INtJAYHGETUR 
EAsT!L-mER,soIm600 
2425 WEST OLXMFIC m 
t+aNl2ima, CA90404 

'IHEBINDI%SITE,L'ID. 
ATINzJAYHGEXUR 
EAsTTIIwER,suITE600 
2425 WEST OLYMPIC EUJUUWD 
%sAtvIn l+tJNIca, CA 90404 

THE BINDINGSITE, LTD. 
ATlN:JAYHGELLER 
EAsT~,mTE600 
2425 WEST OLYMPIC XUUXMD 
f5Twmma, CA90404 

THEBINDING SITE, LTD. 
A!BNxJAYHGELJ.ER 
ErAsT~,suIm600 
2425 WEST OLYMPIC m 
sANrAmc!A, a90404 

510(k) IW: K983692 
RKNENO: 310-449-1399 

510(k) No: K983694 
EFICWEINO: 3X3-449-1399 

510(k) ND: K983695 
FTXNENO: 310-449-1399 

510(k) No: K983696 
PHONENO: 310-449-1399 

510(k) No: ~~984163 
JX-KNENO: 3X3-449-1399 

510(k) NO: K9M165 
FFDNENO: 310-449-1399 

510(k) M3: K984619 
PHONENO: 310-449-1399 

510(k) No: K992488 DEVICE: YIWI'AL~LYTICQ3MPLFMENTRIDKIT 
PHoNENo: 310449-1399 SE DECISICN MADE: 17-SEP-1999 

DEVICE:ZWI'I~IOLIPIN IGGSCRFiENEIADU'GNXTICTEST 
SE DECISION MADE: 05--1999 

510(k) ,tmnmmJ 

DEVICE:AtRICARDIOLIPINI~~E~D IXNOSTICTESTKIT 
SE DECISICN MADE: 05-F!EB-1999 

510(k) ,smImEm 

DEVICE: ANl'IC%FtDIOLIPIN IGGAMXXEENEIAD IXWSTICTJZSTKIT 
SE DECISION MADE: 05-FEB-1999 

510(k) m 

DEVICE: AWMCZQDIOLIPIN IGA-EIAD IXNWTICTESTKIT 
SE DECISION MADE: 05-FEB-1999 

510(k) m 

DEVICE: ANTI-WElAD IRXXTICTESTKIT 
SE DECISION MADE: 02-FE%1999 

510(k) ,YcmmmT 

DEVICE: ANTI-VEIADINXASTICTESTKIT 
SE DECISION MADE: 02-FEB-1999 

510(k) t?mTmMC 

DEVICE: BINDIbGSITEBINDAZYMEANl!I-GBMEIAD IPd;TJOSTIC!TESTKIT 
SE DECISICN MADE: 23-FEEi-1999 

510(k) SIWWENT 

510(k) ,s'IiYM 
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THEBINDII'GSITE, LTD. 
ZQTNzJAYHGFXLER 
EAsTLLcmR,suITE600 
2425 WEST OLYMPIC EWLEVWJ 
SANrAmm, ca90404 

510(k) No: K993612 
EFKN!ZNo: 310-449-1399 

DEVICEi:BINWZXME 
SE DECISICN WE: 

510(k) STATEmm 

THRXGH 31-DE&1999 Page 367 

ANTI-TISSUE TRANV IGA EIA 
21-DE&1999 

!tHEBINDING SITE, LTD. 
ATI'NzJAYHGELLER 
EAsT7ImER,suITE600 
2425 WEST OLYMf?IC BXUWARD 
SANIIAMCNICA, CA90404 

THEDENlllLMMXCALDEVICE:.,L 
ATrN:M7mCI BLMIM 
39 AYNSLEY cr. 
m, NJ07045 

'IWXDIVEFGIFIEDCXMPANIES 
ATIN:RICHARDAB74GR 
64OlMERJXWSWESTDFUVE 
FofiT WXCH, TX 76132 

THE ItEmAlL aIMPANY, L.P. 

ATIN:PAuLwEmNs 
15 HAmSHIm ST. 
MANSFIELD,MA02048 

mEKIPPczR.xe 
ATIN:GARY m 
930 -AVE. 
cxttmuo, ai 91761 

THEKIPPGRXJP 
ATIN:TIMLTRUITT 
930 - AVE. 
cxccxuo, CA 91761 

THEKIPPGFXXJP 
AT?-JN:GARY m 
930 W?WMKER AVE. 
~NEARIO, CA 91761 

TmIGGSTIM~rnLTD. 
A!rm: WZA JALINCUS 
730 FIFTH AVE, %'H FLOR 
NLWYCRK, NY10019 

510(k) No: K993727 
HICNENO: 310-449-1399 

.&510(k) No: K981997 
ETXNENO: 973-257-0500 

510(k) IW: K992074 
PHONENO: 817-294-3644 

510(k) No: K992079 

PKNENO: 50&261-8203 

510(k) No: K991932 
PHCNENO: 909-390-9080 

510(k) NO: K992268 
FKNENO: 909-390-9080 

510(k) No: K993147 
PEKNENO: 909-390-9080 

510(k) No: K99i583 
FHXENO: 88&624-7846 

DEYICEZBIIWGYME 
SE DECISION MADE: 

510(k) S'mWmNT 

ANTI-DSDNAEIAKIT 
21-DE-1999 

DEVICE: PDSI-sToP/poSI-TRACSYSTEM 
SE DECISION MADE: 12dAN-1999 
510(k) SINWENT 

DEVICZME'M --a 
SE DMfISICN MADE: 23-DEC-1999 
510(k) SUMMARY Am FRX FDA 

DEVICX: KENDATiLMJXL 7325 SCDRESKNSE o=klpRFssIcN SYSTEM, MIDEL 7325 

SE DECISION MADE: 29-SE%1999 
510(k) SWMAFtY AvAIL3sBLe FRX FDA 

DEWIGZ:INl'RA~ ADNmI&sTF?AT1mm 
SE DECISION MADE: 20-AUG-1999 
510(k) smTmEiW 

DEVICE:NACPRNNEEDI.ELESSA~ccNNEI;ToR 
SE DECISION MADE: 15-SE&1999 
510(k) STAT&mm 

DEVICE:DECAP 
SE DECISION MADE: 02-NOW1999 
510(k) m 

DEVICE: NEURXIG?J400, 4 CHANNELmmmm 
SE DEZISICN MADE: 19-MAY-1999 
510(k) ,SuWAEU AVAIUBLE FRX FDA 
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nlEmALIFEGFnJP,INC. 
ATINzANNEiMCESARIO 
1129 BLOOMFIELD AVENUE 
WEST~,W07006 

THEORALIFEGWXIP, INC. 
A!MNzANNEiMCESAFtIO 
1129 EWCNFIEUI AWNEU 
ms'r~,W07006 

z-lEoRALIFE~, INC. 
ATm:FrcxEm SCHIFF 
1129 BILCM'FIELD AVE. 
WEsT~,W07006 

lmsIRA~o3. 
ATmzLINDAJALmRT 
RESERVOIRPL. 1601TRAmmFm. 
bmEE+M, MA 02154 

TiBmAPYmmINc. 
ATm:GLENN BUCHAN 
13860 wnmwzm mcx, #310 
WEm PAL&l E?ma$ FL 33414 

-LINK, INC. 
THERAPY Mum- 

ATIN:CRAIG SEYL 
P.O. Box 192004 
IBNEXA, KS 66215 

-s, INC. 
ATrN:EARNrEspKapoT 
2295 IKRCH MDRAIN DR. 
l.smllm, OH 45439 

mm. 
GH?iNDPIlKEAW 

l%mmmIJcTT., NJ08852 

510(k) No: K981629 
FENENO: 201-277-1830 

510(k) No: K982136 
FWCNENO: 973-227-1830 

510(k) No: K99O511 
PHCNENO: 973-227-1830 

510(k) No: K993862 
EBXlENO: 800-448-8168 

510(k) No: K992372 
PHONENO: 800-940-6962 

510(k) NJ: K990129 

PIKNEW: 913-851-8993 

510(k) No: K991931 
PHCWIKI: 937-643-3411 

510(k) No: K9932O9 

PJXNENO: 732-329-1787 

510(k) No: K9914O8 
PHONENO: 740-373-4763 

DEVICRNUI'RISAFE 
SE DECISIa MADE: 
510(k) s?mTEmm 

ELvEm%FEEDINGTuBE 
o4-Ems-1999 

DEVICE:JWTFtAVEKIUS I-nmsmLCARD1o?T3MIc RESERV0lRVHK4200 
SE DECISION MADE: 24-WR-1999 
510(k) ,SlmWEW 

DEVICE: X-TIP DWRNBZWS V 
SE DECISICN MADE: 27-APR-1999 
510(k) W 

DEVICE:mUS S?GITIRLSPLITmATE 
SE DECISION MADE: 29-DEC-1999 
510(k) SUbWRY AWGLAEKE FIiaM DA 

DEVICE:THELEADAWAY 
SE DECISION MADE: 13-CCT-1999 
510(k) i%IWBmT 

SE DECISICN MADE: 12-APR-1999 
510(k) ,tmwxmm 

DEVICE:CIDM?iRKI'I!RACTICNDEvICE 
SE DECISION MADE: l2-AK-1999 
510(k) W 

SE DECISION MADE: 23-D-1999 
510(k) SUbNARY Am Fl0l FDA 

DEVICE: FORMA SCIEWJYFIC -wATER-JA-- 
SE DECISION MADE: 19-JUL-1999 
510(k) m AVAIL?BW FRBf J!DA 
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-m-m. 510(k) m: K982505 
XPATIEm EmMnwrIcNGmvE 
ATm:Elxwul MARKcxrIc PHCNEND: am-445~6830 
360 F3zxn!E 101 
BEIxom, NH 03110 

T-HEALTHCARE-. 510(k) No: K992428 

m'IH@SASNTI FT-DNENO: 603-472-6600 
360 FuzurE 101 
BEDFORD, NH 03110 

TIllmITtJs - (I5amms, INC. 510(k) No: K982432 
EAR, PT-2SM, m-3=, PI?-3Lm, m-3Hm. FT3a.l. Pr5-m. Pr5- 
ATTN:DAvmwHoIMEs 
8215 w~mnxsm, SUITE 150 
DALL?%, TX 75225 

pl-KNEp;R): 'am-8712327 

TINNITUS~CEWERS,INC. 
A!lYN:DAvmwHoIMEs 
8215 wzxmnmm, mrm 150 
DALUS, TX 75225 

TISm 
ATIW: SANDRA GLAD- 
1426 EAST 'IHTRD A= 
IclmNEma, WA 99337 

TLSFoIir 
ATm:sANDRA - 
1426 = THIRD AVENUE 
IcmlNEma, WA 99337 

mKAIBITo1).,L?I). 
mBIDEH?WJTSUCHlYA 
306-1GENmlI-cHo 
FuJm-sHI, SHIm-m, 

n-CA, INC. 
ATI'NzDANIELJMANEZI 
2000MsSIWETNW 
SUITE 700 
t@mmGTm,DC20036 

510(k) No: K982451 
PHONEID: 800-871-4327 

510(k) No: K990358 
PHCNENO: 509-586-6117 

510(k) No: K990555 
PIDNENO: 509-586-6117 

510(k) No: K991263 
PiXNENo: 815 442 46699 

510(k) No: K991711 
PENEND: 202-261-loo0 

DEVICE:ULTRACAWNWdTERlIE mER FREE (GREm) NATURAL-m 

SE DECISICN MADE: o2-APR-1999 
510(k) SUW?%Y AVAIUBUZ = FDA 

DEVICE:0~E?tFREE NATURALRUBBERIATEXPATIEWJ!EI[AMINATIoN 

SE DECISION MADE: O9-AUG1999 
510(k) SUMMARY Am = FDA 

DEVICE:PILulwMAsKER, c!2007M, c2ooaM,~ooo, mER FAR, MINI wJNDER 

SE DEXZISION MADE: 25-JAN-1999 
510(k) %&WARY A- = FDA 

DEVICE: TIWZI-T AND Tl?ZIN3-T-T 
SE DECISION MADE: o7-MAY-1999 
510(k) SUHYARY Am l?Wd EDA 

DEVICE:ClWSSsFoTTr,RIGIDwHEELcHAIR 
SE DECISION MADE: 26-FEB-1999 
510(k) SUMt4WY AVAIU%LE = FDA 

DEVICE: TISKX?T X AND TIS- XC 
SE DECISION MADE: 22-MAR-1999 
510(k) SuMMARY Am FfMM FDA 

DEVICE:WPLATE 
SE DEISION MADE: Oa-JUL-1999 
510(k) SUWARY Am FF0l FDA 

DEVICE: BISTITE II SC 
SE DECISION MADE: 07-JUIr1999 

510(k) SUMMARY Am FF0l FDA 

510(k) No: K993394 DEVICE:~SCAN,EAsr'SChN 
PENENO: 004 989 32175830 SE DECISION MADE: 05-WV-1999 

510(k) SUMbWtY A- m FDA 
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TDP- SDN. EHD. 
NG 
ATIN:LIM WEECHAI 
41050 KLANG,sELANGoR 
DARJLEHSAN, 

MPGL0JE SDN. E!HD. 
AtIlN:LIMwEE CHAI 
41050 nANG,sELANGcII 
DAFULEHSAN, 

ToPGLcxlE SDN. BHD. 
A!lTN: T.S. PUZH 
LOT 4968 JALaN T~wfm,E??fru6 
OFF- MEW, 41050 KLAp\x; 
SELANCOR, D.E., 

ToPGILxrE SDN. EHD. 
ATm:wEE~ LIM 
UYT 4968 JALAN TERA!~I,EMU~ 
OFFJALAN lamu, 41050 IcLANG 
SELANGQR, D.E., 

TDPGL0JE SDN. EHD. 
ATrN:wEE-cwAI LIM 
41050 IcLANs,- 
DAFtULEJ%AN, 

06-JAN-2Om 
Page 370 

510(k) PJD: K993398 DEVICE:~vIEw,EASYVIEW,CMNIVIEW 
FTDNENO: 498 932 175830 SE DECISION MADE: 05-NO%1999 

-. 

510(k) SUMMARY Am M FDA 

510(k) No: K990468 DEVICE:LIGH&Y~EREiDLATEX EX?wN?mcnrGLmEw/LmPRYr!mJmEmJ 

FTENEiNO: 603 392 1992/1905SE DECISION MADE: 27-AER-1999 
510(k) .SVGmmT 

510(k) ND: K990690 
PHONENO: 603 392 19921905 

510(k) No: K993452 
PEDNENO: 603 392 1992 

DEVIcZEl~poLyMER CXXIED FWDEXEREE L.XEX EXmmrmT1cNm 
SE DECISION MADE: 2O-MRY-1999 
510(k) m 

DEiVIc3E:GFGZEN~EREDLATEX EXAMINATIcNGL0VES 
SE DECISION MADE: 20-DFiC-1999 

510(k) m 

510(k) No: K993605 DEVICFzPEZ'PERGFGZNMlNT~EREDLATEX EXAMINATIONGLCIVES 
PHONENO: 603 392 12918410 SE DECISICN MADE: 20-DE%1999 

510(k) sI2LTEMENT 

510(k) No: K993680 
FFDWNO: 603 392 1992 

DE!VICE:~CVINYLMEDICAL ~I~pckJDERFRZE~ 
SE DEXZISICN MADE: 13-DE&1999 
510(k) m 

ToPwmr.GzxmE mrm?mISE co., LTD.SlO(k) No: I(984389 
ATrN:uRAI (IlmamsuK FFDNENO: 662 748 7899 
A.P. m = 18TU FL 
333 Mcx) 9, B RD. 
-1 

TMwlER S.A. 
ATIN:DAVIDWSCHLZRF 
1OCOEURNEZTAVJiNUE 
SUITE 450 
0, CA 94520 

510(k) No: K980244 
FFDNENO: 510-356-2640 

~~F0FQSISD IAGI~STICS A510(k) I0 K984178 
m:-sKAHAN,EsQ ETBNENO: 202-637-5794 
555 13TH +tVREET, N-W. 
wrcsmxw,DC2ooo4-1109 

DEVICE: T0P --MASK 
SE DEcISIm MADE: 09-APR-1999 

510(k) SmCEMmT 

DEVICE: AEQUALIS~ERpIiosIllEsIS 
SE DECISION MADE: 23-AUZ-1999 

510(k) SUMMARY AVAIUBLE FEMM FDA 

DEVICFs:~X-RMJFUZSYSTEM 
SE DECISICN MADE: 18--1999 
510(k) SUMG@Y Am Fw3M FDA 
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TWHIBA AMERIa MEDICAL SYSTEW, 1510(k) Kx K990134 
LION,MULTI) 
ATlN:PAUL BIGGINS FiiCNENO: 714-730-5KKl 
2441 MIa-If!UE DR./P.O. HOX 
2068 
TusrIN, aA 92680-2068 

m AM~~IC?AM~XC~AL SYSTEMS, 1510(k) No: K990490 
ATIN: PAUL BIGINS FEINENO: 714-730-5cm 
2441 MICHEUE DR./P-O. BOX 
2068 
msMN, c7+ 9268s2068 

'ItxMIBA AMERICA MEDICAL SYSTEMS, 1510(k) No: K991710 
ATIN: PAUL BIGGINS PHczN3 No i 714-730-50x 
2441 MKHELLE DR. 
P.O. mx 2068 
msTm, CA 92681-2068 

~136~~m AMERICA MEDICAL sIsTE2yIs, 1510(k) No: K991766 
ATIN: PAUL BIGGINS PHONENO: 714-730-5ml 
2441MICZZLLE DR. 
P.O. BOX 2068 
TusrIN, CA 92681-2068 

?T)GHIBA AMERICA MEDICAL SYm, 1510(k) m: K991858 
A!l?lN: PAUL BIGGINS PI-DNEND: 714-730-5coO 
2441MICHELT-E DR. 
P.O. Box 2068 
l-usTIN, c?i 92681-2068 

TOSHIBA ~MERI~ MEDICAZ, SYST~G, 1510(k) No: K992886 
AiITN: PALIL BIGGINS PEDNEIW: 714-730-5000 
2441MIcHEILE DR. 
‘INSTIN, CA 92781-2068 

TOSHIBA AMERIcA MEDICAL SYm, 1510(k) No: K992992 
ATTN:DIANA!lXWCN FHONENO: 714-730-5mO 
244lMICHELJJZDRIvE 
POBoX2068 
TUSTIN, CA 92781-2068 

TOSHIBA AMERICA MEDICAL SYSE%S, 1510(k) No: K993038 
ATlN:DLANATHORSCN FTXNENO: 714-730-5mO 
2441MICHELB DR. 
P-0. mx 2068 
TUSTIN, CA 92681-206s 

DEVICE:MULTISLICEUFGlWEKITFOR~~~~, TSX-1olA (AQUI 

SE DECISICN MADE: 19-MAR-1999 

510(k) SD&WARY Am FFUX FDA 

DEVICE: SSA-320A JUST VISION 200/ SSA-325A JUST VISICN 
SE DEZCISICN MADE: 02-MAF-1999 

510(k) SUMWRY Am = FDA 

DEVICE: SSA-37OA/FWEfWI SIGN 6000 
SE DEZISICN MADE: 03-JUN-1999 

510(k) SUM?ARY AVAIUBLE FFKM FDA 

DEVIC&:EG%Zt'Ip;s:SYSIEMFoRZQUILI@IcTSCNW& TSX-1Ol.A 
SE DECISION MADE: lO-AU%1999 

510(k) SUMMARY AD FRCM FDA 

DEVICE: SSA-39OZ@WERVISIcN8000 
SE DECISICN MADE: 16-JUN-1999 

510(k) SUbWRY AD FFKM FDA 

DEVICE:EWENIEWUL~~CN,uIDM-4ooA 
SE DECISION MADE: O%IKW-1999 
510(k) 5UWARY AKULABLE = FDA 

DEVICZ: AUKMATICIMWERFGI~I~SO~,~EL NSFU-05OA 
SE DJX!ISION MADE: 03-DEC-1999 

510(k) SUM%RY AVAIUBLE FKM FDA 

DEVICE: TWHIBA RTF9211JGl1, J-ADVANCED IMMZ INTENSIFIER (1.1.) 
SE DECISICN MADE: 07-CKT-1999 

510(k) SUIWdRY Am FKM FDA 



: 
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TosHIBAAMERIaMRI, INC. 510(k) No: K983110 
ATrN:mN NEHMER PHCNENO: 650-872-2722 
28OUTAHAvE. 
%cmIHsANFRANc1m,cA94080 

!LccxlIBAmaMRI, INC. 510(k) IW: K99OCQ7 
ATJ!N:m NEHMER -NO: 650-872-2722 
28OUTAHAvE. 
.ssam-IsANFRANcIm, a94080 

TDSHIBAAMERICAMRI, INC. 510(k) No: K990260 
ATm:Hsu a-l?@2 FHONENO: 650-827-2722 
280UBHAVE. 
SarmSANFFwc1Sm,cA94080 

lusHIm AMERIcaMRI, INC. 510(k) m: K990620 
AT.m:Hsu CHANG FT-CNENO: 650-872-2722 
28OUIlAHAvE. 
sculwS?iNFRANC1SCO,CA94080-6883 

TOSHIBAAMERICAMRI, INC. 510(k) No: K991057 
ATm:KEN Nl?EMER PFCGEIKJ: 650-872-2722 
280UIRHAvE. 
bsouIHsANFRANcIm,ca94080-6883 

lYcEHIBAAMERImMRI, lx!. 510(k) IW: K991740 
ATIN:Hsu cITd?ms PHCNENO: 650-872-2722 
28OUI'AHAvE. 
LfxucH SAN FR?GlcIm, CA 94-080-6883 

rmcHMEDIcs, INC. 510(k) NO: K990431 
ATTN:JUDITHEE FfDNEIW: 650-615-4970 
347 OYSTER PoINr BIXD., 
SUITE 201 
,SCJUJXSANFRANCISOO, CA94080 

TtxxHMEDIcT, INC. 510(k) IW: K991252 
A!J.TN:r.ms ItwAYAm PHONFIND: 650-615-4970 
347 OYSTER POINT EmD., 
SUITE 201 
sovIHsANFRANcIm, CA94080 

mSmMEDIcs, INC. 510(k) No: K992365 
ATTN:JUDITHELCXBEL EENENO: 650-615-4970 
347 oYf5?TER FoINr BLVD., 
SUITE 201 
.somiSANFRANc1m,cA94080 

DEVICE:FLEXXT, FLExART/BYPER, VIM, vim/m 
SE DECISION MADE: 25-FE&1999 
510(k) SUMtGRY Am FEiaM EDA 

DEXICE:OPAFtT,~~MRl-600 
SE DECISION MADE: Ol-m-1999 
510(k) ,SUMM?W AVAZAE!U FRX FDA 

DlWICZ:OPAE?T 
SE DECISION MADE: 15-ART-1999 
510(k) ,TXMGFU AVAII&XE FFUX FDA 

DEVICE:EXELART 
SE DECISION MADE: 14-M&Y-1999 
510(k) ,TWNiWY AVAILWLE FECM FDA 

DJWICE:EXTRAIAFGEBoDYo3ILFoR0PART(MRT-600) 
SE DECISION MADE: 2m-1999 
510(k) ,SDMMAW AVAILMLE = FDA 

DEVIC!E:OPAE?I',MJXLMK&6OO 
SE DECISION MADE: 02-AUG-1999 
510(k) SUMM?@Y AiRIUGLE FROM FDA 

DEVICE: AIA-PACK CA 125 
SE DECISION MADE: 03-JUN-1999 

510(k) smU!mWT 

DEVICX:AIA-PACKFT3ASSAY 
SE DECISION MADE: ll-M?iY-1999 

510(k) m 

DEVICE: AIA-PACKFOLATEASSAY 
SE DECISICN MADE: lo-AUG-1999 

510(k) smIm%NT 
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lKXJCH SCIENTIFIC, INC. 510(k) m: K991316 DEVIC?.i!:TWCHTEARIGEMICXXSSAY~T 
ATlWz~JTWCXl FKNEIW: 919-872-4445 SE DECISI~ MADE: 09-AUG-1999 
3209GRESBAMLAxERD. 
!sUITEll2 
RALEIGH, NC 27615 

'IWER RUBBER INDUSTRIES SDN. E?HD. 510(k) RR): K990686 
E-KXEbD: 603 376 1568 A!rTN: s. VI- 

LCfCl8,J?&ANLINGKARANSULTAN 
HISHWUDDIN,KAW.PERUSAB7GN 
sELATKLANGuJ!ARA,mKLANG, 

510(k) No: K983029 
FHXENO: 619-451-0642 

510(k) No: K984094 
PHIEND: 886 623 35244 

510(k) No: Kg83461 
PIXJNENO: 609-695-0168 

510(k) Im: K982660 
FFICNEKI: 50%655-2277 

510(k) No: K992723 
PHCNENO: 508-655-2277 

510(k) NO: Kg82943 
F%KlNENo: 303-530-3279 

510(k) IW: K972772 
PHCNENO: 800-871-8909 

TFCADVANCED TExIKum, INC. 
A!rJmCAmL PATImSm 
18140 SXXEXGNALDRIVE 
SANDIEGO, CA92127 

TRANsANclENrpIiDDucTsco., LTD. 
ATrN:JoANNA LEE 
-, 

TR?!NS-ATLANCICDEXCAL 
A!rINzCAWINEMZXESKI 
46 ARCTIC PKWY. 
TRmmN,NJO8638-3041 

TRANsms1oN TEc.mmmIEs 03Rp. 
ATINcJCHNJXWXMGKI 
9 ERIE DR. 
NATICK, MAO1760 

Tl?ANSFUs1oN mm ODRP. 
A!lTNtJCHNJX%XMGKI 
9 FBIE DR. 
NAT1CK,MA01760 

TR?w- SYSIEMS 
A!rIN:LEwIswwARD 
4655 ICIXGCD CIXKC 
BcuLDER, 03 80301 

TREKDI?GNOSTICSSYSXZMS,INC. 
ATIN:NADINE .suLLmm 
29299 CLEMENS RD., SUITE 1-K 
WESTLAKE, a3 44145 

510(k) STXlmmm 

DEVICE:FfXDERFFZEiXl?EX EXAMlWiTIcNCXCVES 
SE DECISION MADE: 04-MAY-1999 

510(k) s!xXmmW 

DEVICE: -PLUS 25KMXXL, SlOOO, FWERF'LUS 30KXXXL,S1001 
SE DECISION MADE: 29-JAN-1999 
510(k) SUtQGRY AWIL?GLE FEpllM FDA 

DEVICE:VINYX EXAMINATICNGIXIES, -m USP 
510(k) m: 14-JAN-1999 

DEVICE:::-FLEXRESIN 
SE DECISION MADE: 13-APR-1999 
510(k) STATmEW 

DEVICX:OKlXZEDICPERIOPEXWXVE AulmRANsFws1(xJ (0RTmPAT)SYSTm 
SE DECISION MADE: 30-&W?-1999 
510(k) SUW?iRY A= FIXX FDA 

DEVICE:ORTHXEDICPERIORERATIVEAUIWIRAN sFus1cN (OFamPAT) SYm 
SE DECISION MADE: 18-0X'-1999 
510(k) SUMMARY AmILABZE FFuX FDA 

DEVICE:TRANSTWiWE?&DEl&?ANDOXYGEN~LlXR~ELcoc-3m 
SE DECISION MADE: 12JuG1999 
510(k) m 

DEVICE:ESPCXJLTURESYSTEf.lII -MYCX)SUSCEX'I'IBILITYTESTINI: 
SE DECISICN MADE: 13-JUL-1999 
510(k) SmTEMmT 
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TRExMEDIcnLaxP. 510(k) NJ: K984091 
ATIRWWERFXHNEXDER FT-DENO: 5X-691-6100 
445cnKST. 
CIDPIXUE, NY 11726-2719 

TRElxMEDIc4LaxP. 
ATI'N:WALTERF~IDEX 
445a?xST. 
COPIXUE, NY 11726-2719 

510(k) No: K984092 
I?fKBENO: 5X-691-6100 

TREcxMEDIcsLcmP. 
A?tmJ:KELvIN - 
36APPLEiFtIJXXRD. 
DANBWY,cTO6810 

510(k) No: I(992229 
PENENO: 203-731-8442 

TRIMEDYNE, INC. 
DEL 20371-HP 
ATIN:SUSANHGAMEKE 
28OlBmRANCARD. 
IRVINE, ca 92606 

510(k) m: K992230 

PHCNENO: 949-559-5300 

TRIMEDYNFI, INC. 510(k) No: K992574 
UMLASERSYSTM~FXS121O-VHP,15oOA 
A!ITNzSUSANHGAMBLE PHCUFJNO: 949-559-5300 
2801 MRRAKZi RD. 
IRVINE, CA 92606 

TRINITYBI~USA 510(k) ND: K992665 
ATlNtWAYNEAKVETKOSKY FTXUENO: 7X-483-3851 
P.O. Box 1059 
m, NY 14702-1059 

TRINITYBIOTMXI,PLC 
ATIN:ERIKABAMlXATI 
575 SHIRLYNN 03JRT 
Im AL=, CA 94022 

510(k) r\To: K982373 
FFDNENO: 650-949-2768 

'IRINI'IYBI~,PLC 
Al'lNzERIKABAMNlNQI 
575 SHIRLYNN axJKr 
Los ALm, CA 94022 

510(k) No: K991697 
PHCNENO: 650-949-2768 

TFoPHYmDI~lE 510(k) No: X991455 
,(xjlOOOEPANcwAMICAND~C oFtmxLI~cci1m, 
A!rm:MAFm-PIEFW LABAT-mMY PHmEm: 331648 08500 
4FtUEF.PEXtL0WWCRXSSY 
BEAm 
MAFmIAvALmEcmEx2, 

DEVICE:KWXJR2CXX~SYSTEN,~EiLCTR-2~ 
SE DEKXCSICN MADE: 05-FEB-1999 
510(k) SUWARY AVAILMIE FFKM FDA 

DEVICE:PFXXIIE2000~ SYm,mEQ-2000 
SE DECISION MADE: 05-FEB-1999 
510(k) SUbNARY Am FKM FDA 

DEXICE:MXU-l25ORTMx-125 
SE DFKZISICN MADE: 06-AUG-1999 
510(k) ,SUMGRY AWZLABLE F!KM FDA 

DEVICE: CMNITIPSIDEFIRIKSWI'IQMXE TIPWI'IRSUCTIoN/IFtRIGATICN,M: 

SE DECISICN MADE: 12-JuG1999 
510(k) SUMWiRY Am FKM FDA 

SE DECISION MADE: 29XCJ!-1999 
510(k) SUMl?GY AKXWiBLE FFXX FDA 

DEXICE:MWRALP(A)EN!ZYME BXIT 
SE DJX!ISION MADE: 26-NV-1999 
510(k) STATmmW 

D?XVI~:UNIGOLDSTREPATESTKIT 
SE DECISION MADE: ll-FEB-1999 
510(k) SUMM%tY AVVL?@GZ FRX FDA 

DEWICX:UNIGC&DH.PYLCRI 
SE DECISION MADE: 21-DFYZ-1999 
510(k) SUMWRY AVAZ?GXE E'FUX FDA 

DEVIG%oR3MosLICEOSl~SERIES;PNKXAMIC oRTmSLICEm1ooo:~1OOc 

SE DECISICN MADE: 25-JUN-1999 

510(k) STAW 
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TmF%lYFaD10mIE 
A!eIN:MARIR-Pm LieAT-a%a 
~FU~F.PELTJXTIERC!FOISSY 

MARNELAvALLEEcEDEx2, 

TRUD~MEDICAL 
A!lTN:DARRYL FISCHER 
725 7lIHlRD EiTREET 
-, -0, 

TRuDELLMEDIcALIN!r'L 
m:DARRYL FISCXER 
725 THIRD EZtXE?n 
-, -0, 

TuITrNA~USAa3.LII). 

Am:MAFtKMYAaTRA 
1333 NE%7 HAMPSHIRF: AVE., N.W. 
SUITE400 
m, DC20036 

TWECQEIPANIES, INC. 
ATITV:KEI'IHFHFJNTZ 
46 FMNKLIN ?liTmET 
-AVON!XU~,GA3~2 

!m3RIvERs, ILC 
ATIN:(Iz-lRrs WHITAKER 
P.O. Box 356 
204SoTHEiFcmtznFcmc 
NEW -, 11\T 37825 

TYal INE. (US), INC. 
PLLTN:CBRISTOFTBRAGRAHAM 
150 GUXER AVE 
NoRcIE4zx,.cT 06856 

TZMEDICAL,INC. 
DbCU%iL#8500-25 
ATIN:BYRcN ztrwLER 
15858 S.W. UPPER m FERRY 
RD. 
LAKE OSWMX), a? 97035 

510(k) NO: K9919l2 DEVCCX:MXlIFICATICNII)DIGIPAN 
PHONEND: 331 648 08500 SE DECISION MADE: 22-JUN-1999 

510(k) w 

510(k) No: K982181 DEiVICE:TRUMISTBREATHACIUATEDDISPOSABLE:NEBULI~ 
FTDIEID: 519 455 706OX2205sE DEtCISICN MADE: O&JAN-1999 

510(k) ,sm!mam 

510(k) Iw: K992917 
FJHYNEnt3: 519 455 7060 

510(k) No: Km990761 

FBINEND: 202-887-4071 

510(k) No: K984488 
EYXNENO: 404-296-0750 

510(k) No: K991693 
FHONEIW: 423-626-4990 

510(k) No: K992288 
P No : 203-845-1390 

510(k) No: K982228 

PHONENO: 503-639-0282 

DEVICE:~F'LUS~VEDHOLDINGCHAMEER 
SE DECISION MRDE: 14-SEX'--1999 
510(k) m 

DEVI~:TUMNAUEFtMINI~CUSEITE, TtJITNAuER~ARDcAsE~ 

SF, DECISICN MADE: 09-JUL-1999 

510(k) SUMM?CU Am FRX FDA 

DEVICFa:SHEEFt!tRIN 
SE DECISICN MADE: Ol-FEB-1999 
510(k) SUMVARY AVXIABLE FRaM FDA 

DEVICE:TWJRIvERsFWdEFtLIFT/RECLINECBAlR 
SE DECISICXV MADE: 17-AIR;-1999 

510(k) SIllTEMENT 

D!iVICX:AUIOSUlVF@i*SOFT~FCRi?* -ANDsLEEvE 
SE DECISION MADE: 3O-JUL-1999 
510(k) m Am FRX FDA 

DEvIc3E:~D~~~LEAD~~#85oo-o5AND~D~~-12LEA 

SE DECCSICN MADE: 14-JAN-1999 

510(k) ,sxTim 
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TZMED1QiT.u INC. 510(k) PJO: K983196 
A!rlN: BY&J z?!HLER PmIi!I’No : 503-639-0262 
15858 S.W. UPPER m FERRY 

% OSWMX), OR 97035 

TZMEDICAL,INC. 510(k) No: K983232 
T (2'%.2.25),mEL 2602, PAMM PEDIAThc DEFIB/CMDICR@RT 
AIITWBYEIZING- FHXENO: 503-639-0282 
15858 S.W. UPPER ExXNE.9 FERRY 
RD. 
LAKE oswM;o, OR 97035 

U.A. MEDICN, -, INC. 
m: FANISH ENGINEER 
9303-G2 l.cNFm RD. 
-, NC 28270 

U.S. BI- CORP. 
ATrN:I-iLEEm FDsI\IoE 
mE%azmEsBLVD. 
ALlKHUA, FL 32615 

ULTRADENr mm, INC. 
mSCtYITE= 
505 WEST 10200 k5+cnrH 
xmHJoRDAN,ur84095 

ULTRADENr mucrs, INC. 
M'I'NzSWlTEMXRIi 
505 WEST 10200 LIxxm-I 
SzumJoRDAN,ur84095 

ULTRAWINSDNBW 
ERalxcm 
ATIN:MELANrELIM 
mr2,PESIAmNPERINDu~ 
IvNcHAN2 
-, =, 

ATIN: A.P. m 
lCCOCAT.LE~ 
SAN cxmE@m, CA 92673 

UNI-PATm,IIG 
ATINtMNVGERJ~LAT 
P.O. BDX 271 
1313 WEST GRANT BLVD. 
WABAsHA, MN 55981-0271 

510(k) No: K990387 
PF7ENEW: 704-841-7297 

510(k) No: K992416 
PEDNENO: 904-462-7660 

510(k) No: x992097 
FI-ENENO: 801-572-4200 

510(k) No: x992380 
PHONENO: 801-572-4200 

510(k) No: K992175 

PENENO: 605 201 3888 

DEVICE:BSAMPLER 
SE DECISICN MADE: 20-APR-1999 
510(k) SIREHMC 

DEVICE:::-BICGLASSBCNF,GRAFTPARTICULATE 
SE! DECISION MADE: 15a-1999 
510(k) SUMMAFH Am = FDA 

DEVICE:aZ 
SE DECISION MADE: 26-CCI-1999 
510(k) s?I9TEMEN 

DEVICE:~EZE~ANDHANDP~ 
SE DECISICN MADE: 13-CCT-1999 
510(k) STATFwm 

DEVICE:EXTF?A-C7%RELATMPATIENT EXiwmAT1oNm, Fcxmm-m, POLYM 

SE DECISICN MADE: 24-SE%1999 

510(k) STATmEm 

510(k) No: K991720 
l?i-DNENO: 8CQ-822-6999 

DEiVICE:KRGNJSOPTIQUANT~INKIT 
SE DECISICN MADE: 09-AN&1999 
510(k) S!Mm!Em 

510(k) ND: K983097 DEVICE:'IENS/FES/NMESELMIIIEIx3oEs 
PHSENO: 651-565-2601 SE DECISION MADE: 17-SEP-1999 

DEVICE: PADTAK PACE/DEFIB/C!ARDIaYwr w DE(S) 
SE DMJISICN MADE: 15-SEP-1999 

510(k) m 

DEVI~:P~PEIOIIlTRICDEFIB/BSU3I~/P~/~~-~I~SP~ 

SE DECISION MADE: 15-SE%1999 

510(k) m 

510(k) .%&MARY AwGLABLE m FDA 

;:: 
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uNIKmucrs. INC. 510(k) No: K983683 
ATIN:HARFtYE'WERNER F%DIiE'No : 716-849-1333 
SALIEXJRY&CAMERIALLP 
42DEmW?BEAvENuE,SUITE300 
BUFFALO, NY 14202 

UNIMED&cmwrALm~,INC. 510(k) Ni3: K993647 
AND l'%LADE AND TIP CTEANER, UNIMED DISFOSAE3LE: HANDANDF 

ATrN:LEE ALsImmER PHONENO: 727-546-1900 
10401 BIixmER RD. 
LAR.m, FL 33777 

UNICNMEDIBJL EiGmmNm a., L'ID5lO(k) No: K982860 
A!MN:ANNIE VALEZ FKINENO: 305-663-9936 
8930 S.W. 68TH CXNFcT #H3 
MIMI, FL 33156 

UNIPATRLTD. 510(k) No: Km990223 
ATIN:LcYJIsE IvJBmTs PHCNEFD: 441 234 835564 
FRImYFsUsINEssPARK 
=-, 

UNIPAnIL!l.D. 
ATm:IcuIsE FT-xmas 
PFaORYBUsINESSPARK 
J=DJ=Q 

510(k) N13: K990262 
PHONE I'D : 441 234 835564 

UNIPATHLTD. 
ArIm:IouIsE l3Lmms 
FRIoRYEmINESSPARK 
mm, 

510(k) No: K993333 
PENEIW: 441 234 835564 

UNIPATHLTD. 
AlITN:IouTsE rt?xEms 
FRICRYEuJsINFsPARK 
mm, 

510(k) No: K993703 
PHCNENO: 441 234 835564 

UNITEDHOGPITAL 'lxmwLmm, m.510(k) NO: K990651 
AnN: SAMUEL - PIMNENO: 954-433-7480 
10320 USA !IQJAY WAY 
MIRAMAR, FL 33025 

UNITED PACIFIC CXX, LTD. 
ATIN:DANIEL YEHUA 
219 SOUIH FGiYMXDAVE. 
ALmMEm, a91801 

510(k) No: x990406 
FWNEND: 626458-8518 

DEiVICE:UNIK~CTZANEB 
SE DEX.XSION MADE: 14-JAN-1999 

510(k) SUbNARY AVAILMLE FfMM FDA 

DEVIGiZ:UNIMEDDIS~ HANDANDm3r-swI~pENcILswITHmLsTER 

SE DECISION MADE: 16-NOV-1999 
510(k) SUMMARY AVAILABLE: FRZM FDA 

DEiVICE:uM-L2O/UM-L30 
SE DECISICN MADE: 13-A&1999 
510(k) ZZXmBNT 

DEVICE:MtXXFICATIONOFCXEXUXM ExSYFEKrIL1TYtazNIm 
SE DMSISION MADE: 
510(k) STAwMEm 

DEVICX:CJXMPLM 
SE DECISION MADE: 
510(k) SBTHGNT 

DEVICEi:Q;EARpLAN 
SE DEISICN MADE: 
510(k) m 

DE?.'RX:UXNXtEH 
SE DECISICN MADE: 
510(k) SEXmENC 

24-FEB-1999 

EASY~PREGNANCYTEST 
07-APR-1999 

EASYIIIxNEPREamcfTEsc 
16-D-1999 

Fl%sYHa=-TEST 
02-D-1999 

DEVICE:SKIN2~SILICCNESHEETING 
SE DECISICN MADE: 13-A%-1999 
510(k) SUbNXf Am FRB FDA 

DEiVICE:KINGLJ -NEEDLE 
SE DECISION MADE: 16-AE'R-1999 
510(k) Zmcmmm 
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UNImPACIFIca., LTD. 
A!rm:DANIELYE HUA 
219 k5KxJ!m RAYMZDAVE. 
AImMBRA, CA91801 

510(k) No: K991503 
FFDNENO: 626-458-8518 

uNImxlPACIFlcm., LTD. 
, CSXC, OXD, OXA, 032B 
Alm:DANIELYE HUA 
219 SCurB RA!NNDAVE. 
AIHAMBRA, CR91801 

510(k) No: K993l23 

PEIONENO: 626-458-8518 

UNITED- ENC0600PY GFaJP, INC5lO(k) 1w3: K9B4168 
pIg)NENO: 440-639-4494 A!I'IN:DE?N SECREST 

5976 I-IEISEU RclAD 
MENlm,oH44060 

510(k) No: K983296 
ES-MNENO: 203-845-1390 

uNIm~SuRGI~coRp. 
m: cHFusI13pHER AGRAHAM 
150 GLiXER AVE. 
NOF&WK,CI'O6856 

uNITE!D~~IcaLcoRp. 
mCl%ImmAW 
150 GUNER AVEi. 
NCRNALK,C!TO6856 

uNI!tmb!xRTEs~ICALm. 
A!rm: CHRI- AGFWl?iM 
150 GUWER AVE. 
IKXMATK, CT 06856 

lJNITEDsTILTEs~I~o3Rp. 
A!l?IN:VImMCLA- 
150 GT.M'ER AVE. 
IWlwALK, CT 06856 

uNITED~suw3ICALo3Rp. 
RES 
RI'lN:VICI0RMrXTWEUI 
150 GWdER AVE. 
NcmmLK, Cl'06856 

UNITED~~IcIu;o3Rp. 
ATIN: cl%tIsropHER AGRAH?N 
150 GXWEFt AVE. 
lwImm.K, CT06856 

510(k) N): K983400 
FJEDNENO: 203-845-1390 

510(k) No: K984438 
FT-DNENO: 203-845-1390 

510(k) No: K990951 
FWXBNO: 203-845-4543 

510(k) No: K990952 

PENEIW: 203-845-4543 

510(k) No: K991859 
ITDEED: 203-845-1390 

D~~:sp1(3ReD~?DPLAMp,~~Op27,9212,~36 
SE DEXXSI~ MADE: 28-JUL-1999 
510(k) m 

DEVICE:QK+IDEBAND tszxcmmTHERApEuT1cAPPms,mELso31A, CmEi 

SE DECISICN MADE: 17-DEC-1999 
510(k) S'XWQWC 

DEVICE:B7QREXT'SESQPHZEALCYT0~DEXCCE 
SE DECISICN MADE: 07-DEC-1999 
510(k) SW&WY AVAILAEW FRX FDA 

DEXiTE:AUIOSUTURZABBISYSTFH 
SE DECISION MADE: Od-JtJN-1999 
510(k) S+UWARf AVAIlXXX FFX&l F13A 

DEVICE: AurOSU'XJRE SITEMARKERCLIP 
SE DECISION MADE: lo-FE%1999 
510(k) SUNAFtY AVAIlAEW FEUN mA 

DEVICE:MJXFIEDAlJI0SUIWE*VC%**ANASTaMDTICk*CLIP~ 
SE DECISICN MADE: 07-JAN-1999 
510(k) ,SUNARY AVAILTGU FRX EDA 

DEWICE:MAXON** STERILE, SYNTHETIC, ABSORBAHLE: = 
SE DECISION MADE: Ol-APR-1999 
510(k) SUM!QFX AVAZWLE FRXl FDA 

DFXICE:NOVAFIL** ANDVASUJFIL"" mm1cm-mm 

SE DEXXSICN MADE: 01-APR-1999 
510(k) ,SUNGRY AVAILWU FEMM FDA 

DEVICE:DEXIDEBIRXARFCRCEPS II ** DEVICE 
SE DEiZISIoN MADE: 23-JUN-1999 
510(k) SUMMAFH AVAIIXXE FRaM FDA 
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VALLEYWEST, INC. 
ATm:c. IcE3wrHm 
HWY.6NDRTH 
MERIDIAN, TX 76665 

510(k) No: IQ90447 
PJXNENO: 254-435-2306 

-, INC. 
ATIN: JACK RixERs 
5920 ILXG337 DR. 
BaJImR, 03 80301 

510(k) W: K983743 
PHCNENO: 303-530-6172 

ATIWVI~M ORTIZMEDINA 
B ST., FmICIAINDuSmIALPARK 
(I'I.Am) Ixrr #16 
SANTA r.smEL, PR 00757-0859 

vAJmrMEDIcatcIoRp. 
DROPS 105", VENlED 60 D= 105" 

PI-DNENO: 78745-2727 

510(k) N<): K983411 

VARIANAssoc., INC. 
AT??NzLINDASNASH 
3045JTlimmRm 
MAILStOPH-055 
PALO ALTO, CA 94304-1129 

VARIANAssoc., INC. 
ATlN:LINDASN?GH 
3045HiwcmRm 
PrnALrn, CA94304 

v?mANMmIcmS!r~,m. 
ATlXLINDASNASH 
3045ILTmxERw 
M/sHO55 
PAU) ALTO, ca 94304-1129 

vARIANMEmcnLSYSTErIs,INC. 
ATlN:LINDASNhSH 
3045 H?lmvERm 
PALO ALTO, cx 94304-1120 

-, INC. 
ATIN:lzzEmGEwLEMAITRE 
164MIDDLESEXTURNP~ 
BLPUKXN, MA 01803 

-, INC. 
ATIN:TREHI'GKAMKE 
164MIDDLESEXTURNPIKE 
BURL-, M&o1803 

DEVICE: UXORVE% IV SEI! 20 DFrX'S/MLo 105", 60 DFGPS/ML 105", VENTED -20 

SE DECISICN MADE: 09--1999 

510(k) SUNARY AVULABLE FfiaM FIlA 

510(k) NO: K990085 DEVICE: V MLC -120 
PFQNENO: 650-424-6990 SE DECISION MADE: 08-FEB-1999 

510(k) cXM?ARY AVAIUBLE FKN FDA 

510(k) No: K992753 
PHAENO: 650-424-6990 

510(k) No: K983629 
PHONENO: 650-424-6990 

DEVICX:CADXANPLUS: 3D!MWI%NCPTXWIIGSY~ 
,% DECISION MADE: 03-SEP-1999 
510(k) SOWARY AWUKAEKE FKN J!DA 

DEVICE:RpMF@SPlRIiTow GATm SYSTEM 
SE DECISION MADE: 08-JUN-1999 

510(k) ,SMGFU! AVAILMLE FKN FDA 

510(k) No: K984532 
PEDNEIW: 650-424-6990 

510(k) No: K980723 
PHCNENO: 781-221-2266 

510(k) No: K992368 
F?TKZtENo: 781-221-2266 

DEVICE: CADPLANBELIoSOFTICN 6.0 
SE DETCISION MADE: 09-AW-1999 
510(k) ,TXWARY AVAIUBIE FlXXi FDA 

DEVICE:2.OWlEXPANDABlELEWiI~VALVUiXKME (ELV2.0-GNr) 
SE DECISION MADE: 12--1999 
510(k) zTWm@Wr 

DEVICX:LENAITREENBXTKNCXItWXR 
SE DECISICN MADE: 0%DE%1999 
510(k) STATm%W 

DJWICE:l~pRFLssuRE IhmJsIcx\IsI~m1m 
SE DEXXSICN MADE: l%MKY-1999 
510(k) SUMQRY Am FfioM FDA 

DEVICE:BISUREL?iPAFQSCOPICBIPXARFCKEPS 
SE DECISION MADE: 21-JAN-1999 
510(k) SUbMARY AVAIUEiW FKM FDA 
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vi4tsmx, INC. 
ATIN:JEFF EWNES 
7705 N.W. 48TH SIREEI' 
SUITE I.20 
bsi%m, FL 33166 

vJmrAtmm1mSYm 
m: JODITH FR?imRIa 
3865 N. BUSINESS (?ENlER 
'IKJCXN, AZ 85705 

vEt?ANA, INC. 

INC. 

DR. 

ml.N:JUDIM Fl?EDERIcK 
3865 I\IoEMI BUSINESS cZENIER 
DRIVE 
?u(IsoN, AZ 85705 

vElwLme. 
A!ITN:EJS&lITH 
Fo Box 4341 
cxuxmN, b?D 21114-4341 

VERmMEDLrn. 
ATrN:- FRIEDMAN 
117 AHUzAH ST. 
RA'ANANNA, 

Vim Expmml! a3. 
mDICK LXZFORD 
28COAIRFoIiTRD. 
DEXItX, TX 76207 

VIDAR SYsTpls CORP. 
617 
XrIWMARY"pENNIE" DRINKARD 
46QSpRINGPARKPL. 
HERNDCN, VA 20170 

VIDm 
ZXiTNzBM?BARAJ~ 
3150 EAST BIRCH ST. 
m, a 92821 

VIDm 
A!t'TNzBARBARAJm 
3150 E?-!ST BIRCH STREET 
~0 mx 2340 
m, a 92822-2340 

510(k) &0 K99Ol23 DEVICE: PVR-loO/vAs(x;RAM 
FTXBENO: 305-592-7260 SE DECISICXV MADE: 12-APR-1999 

510(k) .smlmmw 

510(k) No: K990618 
F!XNENO: 520-690-2731 

510(k) NO: K984567 
FT-IOiENo: 520-690-2731 

DEXCCE:vEMzANAFGRPRIMARY ANTIBoDY(CuXElA6) 
SE DECISION MADE: 23-X&-1999 
510(k) SUMMARY AvAILABLe FTCH FDA 

DEXtCEi:VENTANAERPRI?@RY ANTIECDY (CLmE 6Fll) 
SE DECISICN MADE: 12-A=1999 

510(k) SUMdARY AVAILXGE FEMM FDA 

510(k) fJ0: K990098 
PEKNENO: 410-451-0639 

510(k) No: K981668 
m No : 972 977 18130 

DEVIC!E:VEXCLABvERIFYII 
SE DECISION MADE: 11-FE&1999 
510(k) ,svCmmT 

DJZVICX: ~2Ol~VEXl?IMtlCR 
SE DECISICN MADE: 07-APR-1999 
510(k) SUMARY Am FEMM FDA 

510(k) No: K992659 
FJEKBENO: 940-381-1374, 

510(k) No: K993597 

PHONENO: 703-471-7070 

510(k) No: I<984198 
FFKINENO: 714-961-6200 

510(k) No: K990367 
PT-KNENO: 714-961-6200 

DEVICE: 02NDEX%ND-II, VICIOR~ECL!OZPR-II 
SE DECISION MADE: 03-SEiP-1999 
510(k) SmnMUVT 

DEVICE:PLLL, TELEFADPRO, mDE& 12714/12715, VXR-l2 PLUS, MODEL 8619/g 

SE DECISION MADE: 15-D-1999 
510(k) m AVAZABLE = FDA 

DEVICX:WIDEBcDY~ 
SE DECISION MADE: 18-FEB-1999 
510(k) .smnXEm 

DEVIC'&FTQANDPQ-TIAEVMThT 
SE DECISION MADE: 21-AE'R-1999 

510(k) ,SmTmmQ 

1 
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rTJLE& INC. 510(k) No: K991151 
Exmmm 
ATIN:- IAVI Pi+ONENO: 412-384-7570 
18OlKr. 51, BUILDING 10 
JEFFERSON HILLS, PA 15025-0724 

VILM, lx. 510(k) No: K991197 
XX, P227-XX, S30-XX, P235-XX, S35-XX, P240-XX, S40-XX, P24 
ATIN:ABRAHIM L?wI FHNENB: 412-384-7570 
1801 RT. 51, BuILDm 10 
JEFFERSCN HYTLS, PA 15025-0724 

l7ILLA SISI'FHI MEDIQGI S.P.A. 510(k) No: K984524 
ATm:AL SOSA PHONENO: 847-459-3889 
1451wATMrcslTitFF 
SUITE 565 
BOULDER, 03 80302 

VILL7-i SIST&fI MEDIm S.P.A. 510(k) ND: K991310 
ATTN:AL SaA PHCNENO: 847-459-3889 
219 MAYER AVE. 
-,IL60090 

VISIcNtcxzmms, INC. 
ATIm:PNmA PAPINFmJ 
9-m 
NATICK, MA 01760 

510(k) ND: K990354 
ET-KNENO: 

VIsmMEDIcm TKI-NXEIE+S, INC. 510(k) ND: K990635 
A!!clmzVICKIsANASTAS1 PHONENO: 508-36&3668 
134 FT-ANDER9 RD. 
B, MA 01581 

VISraMEDIcat WLCGIES, INC. 510(k) No: K991303 
lm?N:vIcKI AtssmSI PHONENO: 508-366-3668 
134 FLANDERS RD. 
m, MA 01581 

VISINQ?, JOHNSCN & JOHNSON VIsICN5lO(k) No: K983912 
wIlFIuvBLKKER 
A!t'INzSHAFtCNABRIGZS PHONE No : 904-443-1471 
DV.JCHIU%N&JCHN~ VISICN F!KD 
4500 SALISBURYRD. 
W, FL 32216 

VI-, JOHNSON & JCHNSCU VISICN5lO(k) NO: X991134 
NDVISIBILI'IYTINI',WIMUVBLCCKER, FoRDAILYWEAFt 
ATINzMARTINEDMAIITINO FT-?ZfENO: 904-443-1808 
4500 SALIswlftyEMAD 
SUITE 300 
m, FL 32216 

DEVICE:VlLEXclANNuLATED mSC%W,DWAL czmmLmmmm,m 

SE DECISICN MADE: 26-m-1999 
510(k) t!nmmmW 

DEVICE:VIlZ/DUWG/ORlIREX~ BCNE saw7, MXEIS P222-XX, S25- 

SE DWISION MADE: 26-m-1999 
510(k) ,smTEmm 

DEWICE:A!ZI'KH70 
SE DEZISION MADE: M-JAN-1999 

510(k) SUMAEU AVAILABLE FEMM FDA 

DEVICE: EZ?WR-X 70 
SE DECISION MADE: 18-JUG1999 
510(k) .!m!M?W AWILABLE F'fKM FllA 

DEVICE:~ 
SE DECISICN MADE: 31-M%&1999 
510(k) SUMM?W AWUL?@UZ FRDM FDA 

DEVICE:VISTA -PE SYSTEM 
SE DECISICN MADE: 19+AY-1999 
510(k) SUWAFU AWULABLZ FKM FDA 

DEVICFt:VISTACRFCWITH INFwATIXmPmw 
SE DECISICN MADE: 12-JULr1999 
510(k) SUWARY AWUIABLE FKM FDA 

DEVIC!Z:VISTAKM (I.ENEFSLOCNA)CKNR~LENSCLEARANDVISIBILITYTINT 

SE DECISION MADE: 26-JAN-1999 

510(k) SUWWY AVAILABLE FRaM FDA 

D~~:ACVWE(~~A)SOFT(~~PKLLIC)OONTACT~~,~A 

SE DEcISI(xJ MADE: 06-l%%!-1999 

510(k) SUMMARY AWULABLE FKM FDA 

.r’ . . 
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VXU%CN, JCHNSON & JCHNm VISIONSlO NO: K991163 
ARANDVISIBILITYTINT. WITHUV-. .lQRDAILYWEM? 
IsTlXzMMUXNED~ti PHoNE'No: 904-443-1808 
45coSALISBuRYm 
SUITE 300 
W, FL 32216 

VLSUALIZXl!ICN -, INC. 510(k) NO: K990919 
FFmmASPIR7mx?,ExTENDEDSTRAI~ASPIRAToR,13.9cmsrwu; 
m:m CmANIAN PHONENO: 978-933-loo0 
200 - DR. 
WlIMmxm,mo1887 

VITAL IM?GEs, INC. 
ATTN:RoBERTc~m 
31mWEsTLAm ST. 
mLIs, MN 55416 

510(k) F&X K990442 
PHONENO: 612-915-8001 

vI!mLSIGNS, INC. 
A!MNzAwlmNYP~INo 
2ocmmJs RD. 
!lLcmmA, NJ 07512 

510(k) No: K984468 
FFKINENO: 973-790-1330 

vImLs1GNs, INC. 
ATINtAbmmNYP~m 
2ocmmJsRD. 
7IcYlaA, NJ 07512 

510(k) No: K9904l2 
PHONE No : 973-790-1330 

VITALCARE GFUXP, INC. 
ATI'N:GINGER TALLEY 
15800 N.W. 13V-l AVE. 
m, m 33169 

510(k) No: Km983016 
PHONENO: 305-62o-4007 

VI~GROUP, INC. 
A!IlN:GINGER !lYZCEY 
15800 N.W. 13Z-i AVE. 
MIAMI, FL 33169 

510(k) No: x992289 
FJHONENO: 305-62o-4007 

vNusMEmcnL DIES, INC. 510(k) No: K982816 
XJ?IN:JCHN D'ANGEtL0 PHCNENO: 408-747-1200 
238 E?ST cAF!IBBEAN DR. 
tmw'mm$ Ca 94089 

mcs mIa% Ib!RXPG INC. 510(k) No: K992378 
AlTN:JIM MuNDm FWCClENO: 919-682-6400 
7ooMAINST. 
DURHAM, NC 27701 

DEVICX:VIsrpxcN(~ A)SOFT(HMT(CIPW;EC) coNrAcrmsEs, CLE 

SE DECISION MADE: 08-JUN-1999 

510(k) SUbMARY AXULABUZ FiXX FDA 

DEVICE: STRAIGHI'ASPIRAZX, 9ODEtXE?ZASPIFG%X,45D~A+%'IR?iltX,7 

SE DM=ISICN MADE: 15-AE'R-1999 
510(k) SUGARY AVAILMU FF0l FIlA 

DEVIC!Ei:ADMNCEDDlXMXTI c VIEWER (AOX), mEL VITRED 1.3 
SE DECISICXJ MADE: 11-M&Y-1999 
510(k) SUMARY AVAILABU FXM FDA 

DEX'ICE:VITZGPEP 
SE DECISICN MADE: Ol-JUN-1999 
510(k) S'mmdEm 

DEiVXX:CUFF-ABLFaPLUS 
SE DElcISICN MADE: Ol-SEX'-1999 
510(k) SUMMARY AVAZABIE = FllA 

DEVIC4%GAUZE,SFcNGEs,CXl?#ll-003 
SE DECISICN MADE: I%FE%1999 
510(k) .%ATmmC 

DEVIC!?Z: VINYLFfZ%?DEiFtEDEZAMGXME / CAT.#15-020 
SE DECISICN MADE: 04-A-1999 
510(k) ,smmmn 

DEVICE:VNUS CLOSURESYSTEM 
SE DECISIOPJ MADE: 17-MAR-1999 
510(k) SUMARY Am = FllA 

DEVICE: DIGNCSTICUL%tA%XND,MlWlEL 1.0 
SE DECISION MADE: 29-SEP-1999 
510(k) STAZMXC 
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510(k) No: K992654 DEVICX: PLUG 'N VIEW 3D, VERSION 1.0 
PHONENO: 44 131 4724792 SE DECISION MADE: 05-NOV-1999 

510(k) SCMARY AVAIU%KE m FDA 

VYGON ax-e. 
ATTN:- ‘l-xs?mo 
13.29 WAVE. 
WEST -, NJ 07006 

510(k) I%% K983544 DhVIcX:VYGcNKUBLE~PI~ (4FR. AND 5FFL) 
PHONENO: 973-227-1830 SE DECISION MADE: 13-JAN-1999 

510(k) m 

VYGON ax@. 
m:RcJEERT SCHIFF 
1129 BTeCMFIELD AVE. 
WEST -, NJ 07006 

510(k) m: K991918 DEVICE:NUTlUSAFEEZ!ENSICX'7'IUBE 
FKN!XNo: 973-227-1830 SE DECISION MADE: 29aCrr-1999 

510(k) m 

W&HD~BUEFMXXGMBH 510(k) NO: K9B4508 DEVICE: SUFGIC%L CXXt!RGAtGiX BANDPIECES, KXXLS 975 AE,979 E/KM, 985 
AE, 986AE,988E/KM ANDSUFGICALSTRMGHl!HANDpIEcEs~ 
A!fmJ:HERBERT - 
53 IGNAzrn-SrRAsSE 

PFENE NO : 011 43 627416236OSE DECISION MADE: 25-JUN-1999 

A-5111 
-, 

W.L. OORE & AssccIATEs,INc 
ATINzTIMYTHYJRYNN 
;4;0 wF&T5yIE LANE 

Fi!z&mF, AZ 86002-0500 

W.L. GORE & -,m 
ATIN:JoNN NI- 
3750 WEST KIETIE LN. 
ti, AZ 86002-0900 

W.L. GmE & -,m 
mTIMYJXYJI'UiN 
3450 WEST KILTIE LANE 
-,, AZ 86002 

W.L. GORE SC AlsSazm,INc 
ATl.N:TIMXHYJRYNN 
3250 WEST KITI’LE LANE 
P-0. mx 300 
m,,AZ 86002-0300 

W.L. CaRE & Asssxm,INc 
ATIN:R,IARRY F'RA!IT 
3750 WEST KILTIE W. 
F!MXWEF, AZ 86002-o9oo 

510(k) SZXmmdT 

510(k) No: K984526 DEVICE:ACUSEALcARDI(JvAscxJLARP~ 
PHCNEm: 800-437-8181 SE DECISION MADE: 08-APR-1999 

510(k) SUMARY AVAIIXXZ FKM FDA 

510(k) No: K984534 
PHCNENO: 520-779-2771 

510(k) jRK1: K991602 
PHONENO: 800-437-8181 

510(k) No: K991683 
PHONENO: 80-437-8181 

DEVICE:PFUXLUDEACUSEALD~~I~ 
SE DECISICN MADE: 15-MAR-1999 
510(k) S AVAILAEIL FRBl FDA 

DEiVICE:EF?!X?ZRIKED~-!t'EXmG;RAFT 
SE DECISION MADE: 09-JUL-1999 
510(k) SUMGRY Am FFKM EDA 

DEvIm:PrFERINGED~-TExvascxlLARGRAFT 
SE DECISICN MADE: 08-SEP-1999 

510(k) ,SUMARY AVATIXKE FKM EDA 

510(k) M3: K992189 
PHCXENO: 520-779-2771 

DEVICE:G0F%TEXDUALMESHBICMTERIX 
SE DECISION MADE: 29-JU.G-1999 
510(k) SD&MARY AVAIUEKE FIiaM EDA 
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WAm a-mmxs, USA, 
A!MN:7loNYA MATLCBY 
16OOEELUXXDPD. 
RKlWlD, VA 23237 

kGw.3 ~CALS, USA, 
ATJm:m l4?cLmY 
16ooBELLmmRD. 
RICHEIICND, VA 23237 

v?lxo c3-mfIw, USA, 
A?ITN:m M?uoFu 
16OO~RD. 
RI-, VA 23237 

i$wzo cJI-ImIw, USA, 
ATIN:XNYA b!AlXW 
1600-RD. 
RI-, VA 23237 

WAD a-Em=, USA, 
ATTN:mNYA M?EuRY 
16ooElIcmKmm. 
RI-, VA 23237 

WAKO (I?sEtaw, USA, 
m:‘IDNyA l.!kbmY 
16OOBEXUZCDRD. 
RI-, VA 23237 

WAR3 c3-m4IcALs, USA, 
ATTN:TIssJyA M7JLuRY 
XOOBELUKXDRD. 
~IclnbmD, VA 23237 

WAKO CHEMIcaLs, USA, 
ATm:YIlaYA la?.xmY 
XOOEELINXDRD. 
RICHEIICND, VA 23237 

ww3 (lIEMIB;Ls, USA, 
ATTN:!lmYA M?iLuxY 
16OOBELlwxDFtD. 
RI-, VA 23237 

wAlxAc INC. 

INC. 

INC. 

INC. 

Ihe. 

INC. 

INC. 

INC. 

INC. 

INC. 

ATrN:JANI~KBRXNLEE 
3985 EAECESN FtD. 
m, a3 44203 

510(k) No: K981446 
PNO: 800-992-9256 

510(k) No: K984119 
FHIBNO: 8&O-992-9256 

510(k) NO: K984122 
PHCNENO: SQO-992-9256 

510(k) m: K984184 
PHBEINO: 800-992-9256 

510(k) I\y3: x993162 
PIENENO: 800-992-9256 

510(k) No: K993219 
PHcNE NO : 800-992-9256 

510(k) No: K993466 
lT-DNENo: 800-992-9256 

510(k) No: K993468 
Ff-mE No : 800-992-9256 

510(k) No: K993469 
PHCNE r$3 : 800-992-9256 

510(k) No: K982307 
FT-KNENO: 330-825-4525 

DEVICE: WAKOAUIOKITLP(A) 
SE DEZISIW MADE: 09-M?%1999 
510(k) SWtGFtY AVAIIABL Fw3frl FDA 

DEVICX:WAKOL-TYPEFE,WAKOLTYPECAL~ 
SE DECISICN MADE: 15-JAN-1999 
510(k) SUMdARY AVAIUEXZ FRCM FDA 

DEVICE:WXKOL-TYPEUIBC,b?AKOUE3CCALIBl?AT0R 
SE DECISION MADE: 2O-JAN-1999 
510(k) SLJMGRY Am FlXM FDA 

DEVICE:WAKOIrTYPEAMYTASE 
SE DM=ISION MADE: 13-JAN-1999 
510(k) SUbNARY AVAILABLE FRX FDA 

DEi'VICZi:bAK0TRANSEERIUN,TR%VS~~I~ 
SE DECISION MADE: 12-IXX-1999 
510(k) SUbWARY AVAlLWLE FIiaM FDA 

DEWICRWAWBILIRUBINCRLI~ 
SE DECISION MADE: @&NW-1999 
510(k) SUNWRY AVAIIAEU FFUX FDA 

DEWICE:WAKOGTYl'ETRIGLYCXRIDETfGT 
SE DECISICN MADE: 09-W-1999 
510(k) ,SUMGRY AVAIIXXE FRX FDA 

DEVIC!E:WAKOLTYPEGQl'TEST 
SB DECISION MADE: 16-DEiC-1999 
510(k) SUbWAFX AVAIIHXE FRX EDA 

DEVICE:WAKOLr-mUAFTEST 
SE DECISICN MLWE: 09-NV-1999 
510(k) SDMGRY AVAILWLE FF&X FDA 

DEVICE:WALCACNECNAlZ LEUCINETESTKITlimlELNGl~ 
SE DEXXSIGN MADE: 02-FEE-1999 
510(k) SlRmQCQ 
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VNLACEA. EXI- & Co. 
ATIN:?BNEiRTDEIACRUZ 
1920 MXt'H CLWCURNAVE. 
a-I.rcz~O, IL 60614 

iWLACH~I~D~W,INC. 
m: MICHAEL laLIs 
235 EDISCN w). 
oRANGEJ,cTo6477 

WALWCHSUFGICALDEVICES,INC. 
ATIN: MIcnAEL t.laLLs 
235 EDISON RD. 
cxwGE,mo6477 

LWTLN!HSURGICALDEvICES,~. 
ATm: MI- MALLS 
235 EDISON RD. 
oRAmE,cro6477 

J4LLACHsuRcTI~DEvI~,Ih'C. 
ATIN: MIalAEIL MALIS 
235 EDISON RD. 
cmwE,crO6477 

235 E!DIsoN RD. 
cmNGE,mo6477 

wxTE4 -IN, M.D. 
ATm: WALTER AE@lmxmIN 
5530 WIs(xxJSIN AVENUE 
SUITE 705 
cHEvyM,MD 20815 

wuJxFtLGRmzisLllxx~,INc. 
ATI'N:DIANAPREXlXN 
1520 TPADEXCW DR. 
JAW, FL 32218 

wALTERImENzzxlFG1cAL,INc. 
AVXtDIANAPRESXN 
1520 TRADm DR. 
S, FL 32218 

510(k) IW: K984503 
FECWNO: 773-327-9457 

510(k) No: K983208 
FT-K?WENO: 203-799-2000 

510(k) No: K983840 
PHONENO: 203-799-2ooo 

510(k) No: K984306 
FEKNENO: 203-799-2ooo 

510(k) No: x991669 
FYJCNENO: 203-700-2000 

510(k) NJ: K992736 
FT-mE No : 203-799-2ooo 

DEVICZ:XPH?iBcND DEMMN/ENAMEL~IWGENL~~~~~~ 
SEDJXISICNMADE: 26-FEB-1999 
510(k) STAnNWT 

DEiVICE:V?NJXHQuANlluM5~~I~~ 
SE DECISION MADE: 22-FE&1999 
510(k) SBVENEW 

DEVICE:WhU?iCH~5~~ICAL~ (p==f=D) 
SE DECISION MADE: 2O-MAY-1999 
510(k) ,StBWBY AVAILX%E FRclM FDA 

DIXVICE: 'ME IN-' (PROPOSED) 
SE DECISION WE: Ol-MR-1999 
510(k) SUMMARY AVAILMW FFCM FDA 

DEVICE: FVS 750 FIXERSWITCH 
SE DECISICN MADE: 12-AUG-1999 
510(k) SUMMARY AVXIAEXE FIICIM FDA 

DEVICE:WAiX?CU'SULTIMATEI,~I~~~S~ 
SE DEXXSICN MADE: 2%SEP-1999 
510(k) SUMfARY AVAILABLE: FFXM IXIA 

510(k) No: EC991806 DEXICE:VHS EaPRAmmYLARPLATEsYsrEM 
FFKXIENO: 301-656-4317 SE DECXSICN MADE: 06-AUG-1999 

510(k) SUMQRY AWCLAEEB FlXM FDA 

510(k) No: K983728 
FEXBm: 904-741-4400 

D?XVICl!hLCRENZIMFSCREW 
SE DECISICN MADE: l3-MA!f-1999 
510(k) SUMM?W A= FI7LlM FDA 

510(k) RK): K991029 
PHONEND: 904-741-4400 

DEVICE:F@PlDFXAE'U?ANIALCLJW' 
SE DECISION MADE: 23-APR-1999 
510(k) SLlbMWY AWC&?BLE FfMM FDA 
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wALTERLoRENzSmG1cAL,mc. 
ATIN:- Emrl 
1520 TRADEKXV DRIVE 
S, FL 3221th2480 

~m~zsuw3Icp;L,INc. 
ATTlV:DIANArmESn=N 
1520 TRADEWFCC DR. 
W, FL 32218 

wALTERLmENzcuFGI~,INc. 
ATIN:DIANAPRESTON 
1520 !t!RADEKBT DR. 
W, FL 32218 

wALTERImENZSuRGIcAL,INc. 
XTN:DIANAPFUWION 
1520 TRADEPORT DR. 
a-, EL 32218 

FBlMINGTcxJ-SERVICES 
A!ITNzRANmLEHLazcm 
23 WELISEWITZ EMAD 
FtINGas, NJ 08551 

IGiTERVAULT, INC. 
ATTN:MIClGELJEXTJWBN 
2003 EUAIR- 
I@~BK~Z, TN 37212 

b?E?G SAFE MALAYSIA SDN. BBD. 
ATIN:CLAUDE UBT@I' 
IL)Tl,LEECHHISH?WDDIN~, 
NmJxKIANGsTRAITsIND.ARFs 
m-, -, D-E., 

WEAR SAFE MALWSIA SDN. BHD. 
ArIT%I:CCAUDE CUlTFiT 
UYTl,LiEEiOHHISHAMODDIN~, 
NoliTHKLANGsTRAITsIND.AREA 
m-r ,9ZAECR, D.E., 

WEAR SAFE MALAYSIA SDN. BHD. 
ATITJ:CLAUDE CIYITET 
LM?l,LEXHHISHAMJDDIN~, 
IK3KJxKLANGsTRAITsIND.AREA 
FoIiT-, SEIANGOR, D.E., 

510(k) m: K992050 
PHcNEm: 904-741-4400 

510(k) No: K992873 
ET-KNEN: 904-741-4400 

510(k) No: K992952 
FJHONEND: 904-741-4400 

510(k) No: K992961 
PFDlENo: 904-741-4400 

510(k) No: K983604 
F93JNENo: 609-466-0510 

510(k) m: K983512 
FT-KNENO: 615-292-7336 

510(k) No: K992676 
PHCNENO: 03 376 3525 

DEVICE:LUMEXHXENCNLIQIT~ 
SE DEXXSION ME: lpsEp-1999 
510(k) m AVAIUBXE FBBl FDA 

DEVICE:LGRENZ EmFBNALM&NOIBULt?iRDISTRAC%R 
SE DECISICN MADE: 17-SEE'-1999 
510(k) SUWARf Am FIX-N FDA 

DJNICE:IQRENZDISTPACPIONSYSTE2'd 
SE DECISION MADE: 19-NOV-1999 
510(k) SOMARY Am Fw3M FDA 

DEVICE:XBENZSM.LLFRAG@NTSY~ 
SE! DECISION MADE: OS-W-1999 
510(k) .%MMARY AVAIUWE FXN FDA 

D?XVICE:INIRA-UIERINE Tmwm,ImRA-FoLoPIANrtmNsFER 
SE DECISION MADE: 27--NAY-1999 
510(k) SUWARY AVAIUBLE FlXM FDA 

DEVICE:WATERTRFNMNC SYSTEM Fm HE2mDIALYSIS 
SE DECISION MADE: 28-APR-1999 
510(k) SUW+RY AVAIUGU FIXN FDA 

D?NICE:PATIEWLATEX EzcmrmTIoN "mm-m" mLYMERaxmDGLcms 
SE DECISICN MADE: 16-DE%1999 

510(k) SUQENXC 

510(k) IWO: K-992678 DEXIa:PATmNITRILE JcmmATIoNGL(xrEsmm~~ 
FECNEND: 03 376 3525 SE DECISICN MADE: 17-W-1999 

510(k) SmTEMWr 

510(k) No: K992679 
PKBENO: 03 376 3525 

DJXCCE:SUlXXN"K%'iDER-FREE"~,i%T&= 
SE DECISION MADE: 21-CCC-1999 

510(k) V 
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WEAR SAFE MASJUISIA SDN. BED. 510(k) pJ3: x992681 
E 
ATINzCXAUDE~ FWNENO: 03 376 3525 
~l,LEEmMSHAMUDDINSATU, 
NoRmKmLmGsTRAITsIND.AREA 
m-t -, D-E., 

WEBLINKMEDICAL 510(k) No: K99256O 
ATm:MExlIssA lamLL FHCNEiNO: 301-623-2500 
ll8OOEALTItCBEAW 
SUITE 105 
EZCGTS~Z~~,MD~OS~O 

DEVICE:P~LATEX EXWINATIoN(3LcxIEFUGDERED&ECWDERFREE,sTERIL 

SE DECISICN MADE: 16--1999 

510(k) tZCBZNT 

DEVICBMWS1~ 
SE DECISICXV MADE: 29-WT-1999 

510(k) SUbWARY AD FfMM FDA 

WECK~SYSTEMS 510(k) No: K993157 
mC.LrPs,KXIEL 544240 
ATImBRIAN YcmG PIDENO: 919-361-4041 
CNE NECK DR. 
RES!BWHTRIA~LEPARK,NC~~~O~ 

DEVICZ:HE%GIAXsMx~YMER CLIPS, ?.CJXL 544220, BEM-O-LOK MLX FOLYM 

SE DECISICN MADE: 17-DEXZ-1999 
510(k) SUWARY AWXLAIZE FRaM FDA 

WElm ALLYN, INC. 510(k) I0 x984033 
ATl!NzzmANIPSExI~ FTDIENO: 315-685-4400 
4341 STATE STREET RD. 
B FALLS, NY 13153-0220 

DFiVICX:ATLASIv@NIToR 
SE DECISIGN MADE: 08-JUL-1999 
510(k) SUMMARY AVAILABLE FRcpl FDA 

WELCH ALLYN, INC. 510(k) No: x984215 
ATm:alLIN ImLFF PHONENO: 315-685-2525 
4341 STATE STREEr Rem 
P.O. Em 220 
B FALLS, NY 13153-0220 

DEVICIQWELCHAJZZNFIUXT-LINEDCC 
SE DEcISIGfV MADE: 11-FE%1999 

510(k) .%@ARY AVAILWLE FIX% FDA 

WELTSJCHNSCNQ3. 
A!rm:Kfm m- 
8ooosoul!HKo~RD. 
TtJcXN, AZ 85706 

510(k) No: K9S444S 
FiXNEW: 520-298-6069 

DEVICF,:BIRCXGL BALTM3N DIt?SECXB 
SE DECISION MADE: 28-JAN-1999 
510(k) tmxmEm 

WEXXSJCHNSONoO. 
ATIN:KEN F@LlDw 
8ooo?i4xEIm~RD. 
‘lK!soN, AZ 85706 

510(k) No: K991437 
FT-KNEINO: 520-298-6069 

DEVICEi: WEXXSJCHWONINFUSIoN 
SE DECISICN MADE: 30-AUG-1999 
510(k) SITiTEMENT 

WEMBLF~ RUBBER E'FKDUCI'S (M) SDN BHslO(k) No: K972615 DEVIC!Ei:CHEZ4Z)PLUS~EXFREE 
CclrJTnvr-1 
ATl!N:c%imYuE WAH 
Im 1, JALW 3, 
KAWASANPERUSAHAANEiANDAREARU 
SALAKTINGX,~~~ 

PHCNEiNo: 603 8461486 SE DECISION MADE: 2hJAN-1999 

SYm,mEL20-6000-00 

BLuELAm EQvmA!rIrn~(~IN 

510(k) SUbWiRY AvAILAElL FROM FDA 
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!azm~~Y RUBBER mm (M) SDN =10(k) No: K972616 . . 
--I 
ATTN:cl-KwYoE WAH 

. , 

PHCNEiN3: 603 8461486 
Lm 1, JAIAN 3, 
KlWhSANPERUSAHAANBANDAFtE?ARU 
SAL?xTINGGI,sEpANG~ 

WEMXEY FtuBmx FRmucE (M) SDN =10(k) No: K982600 
ATTN:axw YuEwA.ti PHCNENO: 011 603 8461486 
PEFtUBANDAFtBARuSALAKTINGGI 
439OOSEFJAtG 
-, IalAYsIA, 

w!?s.EYJEssENo3Rp. 510(k) No: K982988 
ArcTN:Joswi mx J?mNENo: 847-294-3306 
333 E. HX'ARD AVENUE 
DES-, IL60018-5903 

wEYsixYJEssENo3Rp. 510(k) No: K991ooO 
X!XWJosEpH~ EFEN!TNo: 847-294-3306 
333 E. EWARD AUENOE 
DES PL4INES, IL 60018-5903 

~JEssENo3Rp. 510(k) No: I@91550 
HhNDLINZTIIW.AND axoREDSom(H!mRmIILICoc.xmrmLFsIs 

ATIN:JosEpH m PHONENO: 847-294-3306 
333 EAST IYKHARD AVE. 
DESE'WINES, IL60018 

wl?sIEYJEssEN~. 
Cl'IENSES,DUPASOET3 
mJWEPHFF03S 
333 EAST ID?A??D AVE. 
DESPLAINFS, IL60018 

510(k) m: K993935 
UV(PHEMFIXIXA)SFHEFtIC7dL(HYD~PI 

PHCNE No : 847-294-3306 

wEL!acm-LENsa., INC. 510(k) W: K992010 
DHXtZCN55SOFT(CZEAR)AND~~m$=T~(T~) 
ATTN:c!&lwLNOBLE : 970-245-3845 
611 EISENHAUEFt ST. 
GRAND JuNc=IIIoN, Co 81505 

hxITEuNEPLAsTIcsINC. 
ATIN: kmI.LY sm 
68COCOLUMBUSROAD 
MISSIssALx;A,~O, 

510(k) No: x991617 
PJXNENO: 8233 334 3565 

DlWICE:CNCXXZYF!LUSFGdDEFtFREZLWEX ExzmlmTIcNcsLmES(pRoTEINm 

SE DECISION MADE: 27-JAN-1999 

510(k) SUbWiRY AVGIAEWZ FRX FDA 

DEVICE:PROF!EEL tsYNImrIcalmL~~ICAL(;L(xIEs(m~) 
SE DECISION MADE: 12-H?iR-1999 

510(k) SUW?iW AVAZXiIE FR(pI FDA 

DEVIC!E:PFUXISICNUV(VA.SURF~A) 
SE DEZCISICN MADE: 06-JAN-1999 
510(k) SUW?GW AWILABIE FiXYd FDA 

DEVICX:GENIT.ETCUCHUV(NEX'R?GILOZNA)SOFTUXIRCl?LENSES 
SE DECISION MADE: 28-JUN-1999 
510(k) SUMbWU! AVWL?GEZ FRX FDA 

SE DECISICN MADE: l--1999 
510(k) St&WARY AtRZABLE FEXX FDA 

SE DECISICN MADE: 21-DEG1999 
510(k) SUMM?GY AVAZ?iBW FRX FDA 

DEVICE:W-55 (B A)CLEARANDVISIBILITYTINTED~SBLPlNKAN 

SE DECISION MADE: 29-JUN-1999 
510(k) SUMMARY AVAIIABW FRaM FDA 

DEiVKE: FACE-2-F?iC?3 CPR l?FumcrIoNSHIELD 
SE DECISICN MADE: 03-W-1999 
510(k) SZG%l%R 
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WHITESIDEBICNEXTWIC'S, INC. 510(k) RR3: 
ATIN:DEBRAMfZER FXCNENO: 
12634 OLIVE BLVD. 
s!c. LmIs, m 63141 

K991678 
314-996-8540 

WILLIAM FEINmIN El -, IN510(k) No: 
ATIN: wIlx!Im FEINSTEIN PIENENO: 
330 EAST 75'l.H ST., SUITE 9F 
NEWYCRK, NY10021 

K.992817 
212-717-7131 

wlxa?-axEc~Im,INc. 510(k) 1\K): 
AmN:PAuL?i JOYCE FT3XENO: 
4900BEzwmIAm1oNRD. 
raxxt?m-, NC 27105 

K990130 
800-245-4707 

wILScNaMED1CP;L,INc. 
ATIN: PAULA JOYCE 
49OOEiExwxm~IoNRD. 
WIN-B, NC 27105 

510(k) No: K990145 
PH3tEK-J: 910-744-0157 

wILmMED1caL,INc. 510(k) ND: 
ATIN: JONSWILSCN PECNENO: 
101 NoKm a-lEsmm ST., #300 
ms!LW-, NC 27101 

K990231 
910-761-1127 

m-m 510(k) m: 
ATm:I-x3?Am l?csE PHBENO: 
325 NORTH MTER SIlliEFT 
BATAVIA, IL 60510 

K993969 
630-406-8680 

WINDYHILL -, INC. 510(k) No: 
A!ITN:AIGELABSOITO PHONENO: 
1010 H?!NILTcN UXJRT 
maxI'm, a94025 

K983867 
650-566-2330 

WINDYHILL TExxmax, INC. 510(k) ND: 
ATIT?: ANGEIABSOI'IO PHCKEND: 
1010 I-PmLm axm 
MENLO crml?, CA 94025 

K993342 
650-566-2330 

K982515 
OS1048 9080 

~JISAP m FUR wic~~5lO(k) No: 
ATm:HoRsT b5iEt-M PHONENO: 
RUIXLF-DIESELrRING 20 
-, 

K982518 
081048 9090 

DEVICE: WHITfLSIDEBI CklEcHANIcs SPINAL SYSTEM 
SE DECISICN MADE: 12-Am-1999 
510(k) SLWARY AVAILABLE FFCM EDA 

DEVIC!E:ANT~ ADHESIVE BAND- 
SE DEXXSICN MADE: 05-W-1999 
510(k) SIN%WW. 

DEVICE:WILXNXXXXPANCTWQ IC WElxE fc?TEIw 
SE DECISION MADE: 12-FEB-1999 
510(k) SUMWRY AUAIIXU Fw3M FDA 

DEVICE:WILSCN~BIPOLARPEiDHE 
SE DECISIGN MADE: 25-MAR-1999 
510(k) S Am = FDA 

DEVICE:WILTEKWTBIOPSYFGCEPS 
SE DECISICN MADE: 13-APR-1999 
510(k) STATWXr 

DEVICE:SALJETSINZLElXXESTERILE SALINEmPIcALsQwrrIoN 
SE DECISION MADE: 30-DEC-1999 
510(k) SLMARY AD FFUX EDA 

DEVICX:FIzJICHHETER, mELclIHoo1 
SE DECISION MADE: 09-JON-1999 
510(k) ‘TUMARY AVAIUBLE FRCN FDA 

DEVICE:DUCPREPBRFiASTASPIRATC&MZf%PMlQ2 
SE DEKXSICN MADE: 23-DEC-1999 
510(k) SUMQRY AVAILABLE FFXX FDA 

DE7IIcE:~-DRNE,~sAp~~#7688pD/7688pDl 
SE DEXXSION MADE: 19-JAN-1999 
510(k) sxWm%NT 

DEVICZ:AQJA PURATtX-BIOTHEXW,WIsApMXXL#l6o8 
SE DECISION M&DE: 14-JAN-1999 
510(k) is%Tm@W 
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WISAP w JSUR wIm5lO(k) m: K990662 
ATIN: s. GRuNmTB PifDNFJm: 490 810 489080 
RUEQLF-DIESEL-m 20 
-, 

mLLlmmR!cMEmCAL,INC. 510(k) NO: K990556 
ATIN: TIM VDLFE E%CNE NO : 801-281-3CC'O 
79wEST45co b?a?m, SUITE 21 
SALT LME CITY, UT 84107 

KMGmH 
ATIN:MIm McLmAIL 
194 BRANCH ST 
M?wSFIELD,mo2048 

510(k) No: K983889 
PHCNENO: 508-337-2188 

KMQ.lr3B 
ATIN:MI~ McEmIL 
194 BRAN(H ST 
MANSFIEm,m02048 

510(k) IW: K990443 
Ff-KNfSI\K): 508-337-2188 

WXGMBH 
KlTN:MIcNAF;L McrBAIL 
194 BRANCH ST 
MmmELD,MA02048 

510(k) No: K990732 
PKNENO: 50%337-2188 

htXDER&BIOENE%GY I-II-TMZ-I MERIC?i5lO(k) NO: K990974 
PHONENO: 626-573-9220 ATINzAEMNRKIGKMA 

108N.YNEZAVENOE, SUITE128 
m PARK, CA 91754 

WXWXDEBICMEDICAL,INC. 
ATIN:c?imL PATlmSm 
1814OSMXESIGN?GDRIvE 
SAN DIEGO, CA 92127 

WXXISIDEBICMEDIC7%,INC. 
ATINtc%mLLPm 
18140 .%X?SIGNAL DRlvE 
SAND-, cA92l.27 

WRLGWIDEMEDICAL!lXTWi)=== 
m:GARYALMGJREW 
426 MAIN ST. IDYIFI 
tCaHE?Y, CC 06798-0505 

510(k) No: x982967 
PHONENO: 619-451-0642 

510(k) IW: m83907 
F?+SESNO: 

510(k) p1x3: K991344 
PHONENO: 203-263-2579 

510(k) No: K992874 
FTCNElW: 612-430-1200 

DEVICE:DISFWABLEHFATING TuBINGSEr#7642E%sFs 
SE DECISICN MADE: 24-SEP-1999 
510(k) SGQEMWC 

DEiVICX:m?iWGEAL lNIUW!IOND~ 1 
SE DEiXSION MADE: 26-MAR-1999 
510(k) SUMARY An EXW FDA 

DEVICE:HYS-SURGIXA%X150P 
SE DFiCISIoN FADE: M-JAN-1999 
510(k) SIJMARY A- FRaM FDA 

DEVICE: ARTFlFGSUFGIMW-2000 
SE DECISION MADE: 26-FEB-1999 
510(k) .SUWARY A- F'FXX FDA 

DEiVICX:IAP-WAVE 3000 (P07) 
SE DECISION MADE: 23-1999 
510(k) W Am FFXX FDA 

DEVICE:vIToPDIIEss~ 
SE DECISION WE: 09-JU'b1999 
510(k) ssI&mmm 

DEVICE:~%STDEVI~,~~RB-2,RB-6,RB-R 
SE DECISION MADE: 23-?TEiB-1999 
510(k) m 

DEVI~:RELIEFBANDNSTDEVICE~EWw&-2,wB-6,w&R 
SE DECISICN MADE: 09-DE%1999 
510(k) m 

DEVICE:WXWIDEMEDIC%TECHW~IESSEEDINGSPA~ 
SE DECISICN MADE: 05-NW-1999 
510(k) m 

DEVICE:Q-SWEWQITANTI?aTIVE~~sI'sI‘EM 
SE DECISION FADE: 18-W-1999 
510(k) SOWARY AVAIUBLE = FDA 

;l 
4’ 
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wFuGJJr‘mICAL~~,m. 
AllmL!mNE WITKLkJsKI 
5677 AIRLINE RD. 
~m,mam,TN38002 

wRIGHrMmIc?xGTEcHNoLL3Gy,nuc. 
?XTN:DAN REGAN 
5677 AIRLINE RD. 
m, TN 38002 

wFaGmMEDIcmTlfmm~,INC. 
ATIN:LYNNE WIMctJsKI 
5677 AIRLINE RD. 
m,?N38002 

wFuGmMEOICALTEcmo~,INC. 
ATIN:- WI- 
5677 AIRLINE RD. 
m, TN38002 

wMGHrMEmcALTExmo~,INc. 
A!lTN:LYNNE WITKOWSKI 
5677 AIRLINE RD. 
~R.~Im-mJ,!IN38002 

~RPA~IAPAC!IFICSDN.E%-ID. 
ATTN:YuEwAH G-337 
JDr 1, JArAN 3, 
IcIdwemPERusABAANBANDARBwuT 
SAIAKTIIGGI,SEPANG~, 

WRP ASIA PACIFIC SDN. EBD. 
ATIN:YuEwAB (+%Jw 
Lm 1, JALAN 3, 
KAhWANFJEFtUSAHAANEANOARBARU 
sAIAKTIIw;GI, SEFm-, 

WRP SEIALTY w SDN. EC-D. 
ILE 
ATm:cHENGBEAN Iu-zm 
rnll, JL.2,KAmSAN PERUtSAHAW 
BANDARBARUSLAK~I 
SELAIWXD?WLEHSAN,sEpANG, 

Ww SPECIAL!I'Y PlXINTS SDN. BED. 
A!rm:cl-ENGBEAN KFKJ3 
uxll, JL.2,w PEFGJSAEBAN 
EiANDARBARUSLAKTI!iGGI 
SELMGQRDAURLEUSAN,sEpANG, 

510(k) No: K990030 
FI-ENENO: 901-867-9971 

510(k) No: K9907OS 
PHCNEND: 800-23%7188 

510(k) NO: K991l23 
p143NE NO : 901-867-4620 

510(k) ND: K991915 
PHCNE No : 901-867-4620 

510(k) No: K993371 
FFCNEW: 901-867-4620 

510(k) NJ: K993311 DlWICE:OXFITEXXDERFl?EE NITFmEEccAbmmIN~,~ 
FlXNENO: 603 8461486 SF, DECISICN MADE: 19-WV-1999 

510(k) IW: K993313 
FKNElNO: 603 8461486 

510(k) No: K990750 

PHCNENO: 603 846 2055 

510(k) No: K990752 
PENENO: 603 846 2055 

DEVICE:XWANCEDFU%VISIoNPFUXWXLINEEXTHtSIcN 
SE DECISICXJ MADE: 03-FEEi- 
510(k) SUbMFtY AVAIIXXE FlXX FDA 

DEVICX:TIT!ANIUM~ 
SE DECISION MADE: 3O-MAR-1999 
510(k) SUMGRY AWIIXiLE ERX FDA 

DEVICE:PlWWTARsLhTEFWIzEDHIPSTFX4,J3RIOGEHIPSY~ 
SE DECISICN MADE: Ol-JUN-1999 
510(k) SUMARY AVAILMLE FRX FDA 

DEVICE:~ULARFWXALHfBD 
SE DECISICN MADE: 03-SEE'-1999 
510(k) SUMMARY AVAZ?BLE FRX FDA 

DEVICE:SADDLJZsHAp%DPA!tEILA 
SE DEZISION MADE: 20-DEiG1999 
510(k) XJMMARY AVAIZBLE FRB FDA 

510(k) SUM%W AVAZ?GLE FIMM EDA 

DEVICE:OXFITFG'iDERFREE~~TRILF: ExAMmAT1mm,m 
SE DECISION MADE: 23-W-1999 

510(k) SUMWRY AWIIABIE i?RX FDA 

DEVICE:DER@GRl PFWDERFREE~NITRILE EXMRWCIC&lGLCWEJ,NcNSTER 

SE DECISICH MADE: 154XI'-1999 

510(k) SIxiplARy AVAILWLE FFxXl FDA 

DEVICE:DERGGRI P~ERFF@ZNITRILE EWWNATIcN~,NoNSTERILE 
SE DECISION MADE: l&ocT-1999 

510(k) SUMQRY Am FIiaM EDA 
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WRP sa'r'y F'mxKTs SDN. BHD. 510(k) NJ: K991044 
OrEIN - LABELING) 
ATm:clY3ENGHEAN KHCO PBONENO: 603 846 2055 
Lmll, JL.2,m PERUSAHAAN 
BANDARB7WJSLAKTIWX 
SELANGOR DAURL MSAN, LsEPm, 

WRP SrnIALTY PlXXElZ SDN. E%lD. 510(k) Kx K993214 
~LABELING5OMI~oRLESS) 

l?WNENO: 603 846 2055 ATIN:asIsao~ 
Imll, JL.2JmwAsAN PERUS?CMN 
EmmREnRuSLmTmx1 
fi3imma DAURL EEAN, SEPN, 

WRP SPECmTY mUCTS SIN. ED. 
ATmzaxwKhIG 
mrll, JL.2,w J?TlRusABAAN 
BANDAREMtUSLAKTIiWX 
-DAuRLEBsAN, SEPANG, 

wuEsTEcm1cAL,INc. 
WJ!N:EiRENDA DAVIS 
56co~~s7D.,EAsT 
baxL& AL 36619 

wLIEsnz MEImBL, INC. 
ATIN: EiFGNDASDAmS 
56oOaItmEFmBLvD.,EAsT 
Mxim, AL 36619-0037 

viuEsIwm1m,IRTc. 
ATIN:E$REBDAS.D. DAVIS 
56OOcLIaExxBI;vD.,EAsT 
laxI,?& AL 366194037 

WYNIEKDIWNOST KS, INC. 
m:sHu- c33Ew 
6146 NANCY RIIZEG DR., 
SUITE 101 
SAN DIEX;O, CA 92121 

W!Q?lXKDIAC%XT Its, INC. 
ATrN:sHu- cl-EXE 
6146 NANCY RIDGE DR., 
SUITE 101 
SAN DIEGO, CA 92121 

510(k) In K993215 DEVICE:DEXWGRI PKmEREDLzcI?zx~I~GLcNE,swILE: 
FFICNEiIKl: 603 846 2055 SE Di%ZtSIcN MADE: 02-D-1999 

510(k) IKx x992103 
PlXCNEm: 800-638-9729 

510(k) No: K992603 
PHoNEm: 3344X-0200 

510(k) No: ~993962 
EKNENO: 3344X-0200 

510(k) No: IWO576 
PFK?NEbD: 619-452-3198 

510(k) IQ K990578 
PECNElNo: 619-452-3198 

DEVICE:DE%WAGRI PFWDERFREEIATEX ExTNDWMmW,WsTERILF(pR 

SE DFJCISICN MADE: 2%4PR-19% 

510(k) SUbMARY AVAILAKE FKM FDA 

DEVICZD ER&?xEuPmER-m~~Im~,~ pF+YrEIN c 

SE DEiCISIGN MADE: 02-DEC-1999 

510(k) SUWARY AVAILMIX FKM FDA 

510(k) ifX&MAW AVAILWLE FTMM FDA 

DlWICE:C+JEST 
SE DEXXSICN MADE: Ol-SEP-1999 
510(k) SmTmm?T 

DEVICE:xIiT600R/F,WRF0600 
SE DEKXSICN MADE: 25-CCl-1999 
510(k) fimTmWC 

DEX?ICE:PE!NSIL'IRAtJN4,~~ WS6100 
SE DEXXSICN WE: 21-DE%1999 
510(k) ,tmQmEW 

DEVICE:osoMC?@D pREmmc3 TEST, mEL 103 
SE DECISICN MADE: O%MAR-19% 

510(k) ,SUIN?W AD FRMYI FDA 

DEVICE:osaMCARDIIHC&URINE~,~~~2 
SE DECISION MADE: 09-MAR-1999 

510(k) SUMARY Am FKM FDA 
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x-TEcsMEmaiL 
~EZGARAR?iINlN 
111 WILD CNK CmRT 
DANVILU, CA 94506 

-03Rp. 
ATlN:MARILYNM~ 
9ooALIcEsT. 
aAKIpsJD, CR 94607 

XITM: INC. 
AGING SYSTEM 
?CBNzSHEZLAMHENECN-HEi!iER 
49 ??LAIN f!xlmEr 
mm, MA 02760-4153 

XcmD, INC. 
ATIN: FOY BERENS 
6743 -m DR. hURTH 
S, FL 32216 

xmED, INC. 
1mmmSYm 
XITN:DAVID TIMLIN 
6743 sou?HFoINT DR. IWRTH 
w, FL 32216 

XCMED, INC. 
ATINzFAFU?IND~ 
6743 -m DR. bGRT% 
W, FlL 32216 

XCMED, INC. 
ATTN:MAKJ?INDSARGEWT 
6743 SOUTHPOINT DR. IGRVI 
W, FL 32216 

xclml, INC. 
A!t%ttM?@TIND!%RZWl' 
6743 -m DR. NORTH 
JAM, FL 32216 

XOMED, Ix. 
ATA':MAFf!?INDSARCWlJ 
6743 Sou'MFoINT DR. lWR!l?l 
JACKSONVILLE, ??L 32216 

510(k) No: K990749 
FfYlmE No : 925-736-5001 

510(k) No: K990914 
PHCNENO: 510-832-2130 

510(k) No: K984406 

PFKNElNo: 508-643-0434 

510(k) No: K982731 
ET-ENENO: 

510(k) No: K984363 

FWCNENO: 904-279-7532 

510(k) No: K992282 
pixn3 No : 904-296-0980 

510(k) IW: K992869 
ISIONENO: 904-279-7586 

510(k) NO: K993112 
FKNENO: 904-279-7586 

510(k) IW K993655 
PBCNENO: 904-279-7586 

DEVICE:soF-SWIZCCNFWID E%Qcmcr1mSYm 
SE DECISION MADE: 02-APR-1999 
510(k) SUMMARY AVNLAEKB FF0f EDA 

DEVICE: FOINUSDI~EIASERSYSTEMAND~ 
SE DECISION MADE: 3-1999 
510(k) Smn?NmT 

DEVICZ:MEBCCELNAsALDRFSSINGANDSINUSSTENC 
SE DECISION MADE: 02-FEE-1999 
510(k) tSUH%RY AVAILABLF: = mA 

DEVICE:XPSTISSUEASPIR?iTICNSY~,~~~ oRmExJ2cOOM 

SE DECISICN MADE: 26-FEEbl999 
510(k) SUbNARY AVAILABU FFUd FDA 

DEvICE:MICW-E'RANCELIFCHJCTICNUWNLAS 
SE DEC!ISICN MADE: 23-SEP-1999 
510(k) SUWARY AWUIABLE FfiaM FDA 

DEVICE:::EW.&TIP~FOLARSTlNULA~~ 
SF, DECISION MADE: 07-ocT-1999 
510(k) SUMtGRY AWULABIZ Fl0f FDA 

DEVICE:XCWDEWlJRFSYSTE?d 
SE DECISICN MADE: 09-D-1999 
510(k) SUMW@Y AVAILFGU Flick FDA 

DEVICE:MICW-FIVWCZ EINm,vARIms 
SE DECISION MADE: 21-DE&1999 
510(k) +SUWARY Am FfiaM FDA 



4 n 
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ZEUS SCIEt?TIFIC, INC. 510(k) No: K984l23 
LISA)TESTSY~~.ANENZYMELINKED~~(E 
ATINcMRRKJKOIWITSKY FFXXEDD: 908-526-3744 
2ooEvANSwAY 
~,Wo8876 

!zEusSc!lEMTFIc,m. 510(k) No: K984126 
TtLXTtEM.ANENZYMELINKED -ASSAY (ELISA) FOR 
A!JTN:MARKJKopNlTsKy PHONENO: 908-526-3744 
2OOEuANsHAY 
EwNmUFG,NJO8876 

ZEUS b5xxmrrFIc, INC. 510(k) No: Kc384133 
YSTEM.ANExmYMELINKED vASSW(mISA)mm 
ATIN:H?+RKJKOpNITSKY PBCNENO: 908-526-3744 
2OOEvANswAY 
m~mzm&NJOSS76 

ZEUS SCIENTIFIC, IN!. 510(k) NO: K984135 
SYSmM.ANm~LINKED IEiplupxrsQRBENT ASSAY (ELISA) EoR 
ATIWtMAF%JKOpNJTSKY pklmEN0: 908-526-3744 
2cOmsw 
m,NJO8876 

ZEUS SCENCIFIC, INC. 
ELIsATEsrsY~ 
ATI'N:MARKJKOPHITSKY 

510(k) No: K984138 

FFDNFdIQ: 908-526-3744 
2OOEVANSwz 
BRANcHBuIIG,NJO8876 

ZEUS SCIEHTIFIC, INC. 510(k) No: K984139 
STINANENZYMELINKED vASSAY(ELISA)m?HE 
ATlN:M?@KJRZ%ITSKY PHONE No : 908-526-3744 
2oOEvANswAY 
~%~0WFG,pW08876 

ZEUS SCIEWTIFIC, IW. 
TEST SYSTEM. 
RI'?B:&tRRKJKopNITSKY 
P.O. B3X 38 
RARITAN, NJ 08869 

510(k) No: K984153 

PHONENO: 908-526-3744 

ZEUS SCIENTIFIC, INC. 
TESTSYSTEM 
ATlW&RRKJRZNITsKy 
2OOEvANswAY 
B,NJO8876 

510(k) ND: K984170 

PHONENO: 908-526-3744 

DEZICE:Ti-IEAmuS(AvMMATED ) ApaICWICNOFlBELEGIa'@U.AI~/~M (E 

SE DM3ISICN MADE: 1144%1999 
510(k) m 

DEVICE:TTtiEAPIUS( m) APPLIC!RTIckJOFTHEEEW-VCAIGGELISATES 

SE DEfZISION MADE: ll-JAN-1999 
510(k) t?mrmmC 

DEWICE:THEAFTLJS(A IRaMATED)APpLIcATIcNOFTHEEBNAIGGELISATEsTS 

SE DECISION MADE: ll-JAN-1999 
510(k) tZz%mmC 

DEVICE:THEAFTJS(A ~)APPLICRTICNOFTHEHsv-1IGGELISAT'J=T. 

SE DECISION MADE: 26-MAY-1999 
510(k) fxmTmEm 

DFWICZ:AWUS( Aum4mQ)APPLIB2TICNmmB.~mI~Y 

SE DECISICN MADE: 23-hlW-1999 
510(k) SQxEmW 

DEVICE:'IREAPTUS(A UIW?QED)W~ICBTIcbJOFTRECN'IGGELISA'I%TSY 

SE DECISICN MADE: 11-J?!&1999 
510(k) STATEMENT 

DEZIC.Z:THEAFTUS(A UtWWED) APPLI~I~OF~MY~~IGMELISA 

SE DECISION MADE: U-JAN-1999 
510(k) S'INBGW 

D!NICE:THEAFTJS(A UlWAlED) APpLI~IoNOFTHEl-OXOpLAsblAI~ELISA 

SE DM=ISICN MADE: 19-JAN-1999 
510(k) SIWEMWT 

:, 
i ! < 
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ZEUS SCJZNl!IFIC, INC. 510(k) No: K984180 
TSYSTEM 
AlTN:MARKJ~FNI!lSKY FfKNEp9c): 908-526-3744 
2OOEvANsw 
W,NTO8876 

ZEUS mc, INC. 

ATIN:MARKJKopNITsKy 
2OOIzivms~ 
~~~46U&IUJ08876 

510(k) No: K984181 

PHONENO: 908-526-3744 

zzlJsSCm1FIc, INC. 510(k) NO: K984317 
TESTSYSIEM.ANENZYMEL~ -ASSAY (ELISA)F 
A1TN:MGKJKopNITsI(y PBCNEM3: 908-526-3744 
2comsw 
svwcmmG,wo8876 

ZEUS SCIEHMFIC, INC. 510(k) No: K984516 
.ANENzyMELINKED ~~(ELISA)FC)RTHED~ 
A.TIW:MARKJKOF'NI~ PIXNENO: 908-5263744 
203msw 
JWNC%WG,NJO~~~~ 

ZEUS SclENrIFIc, INC. 
ATIN:MRKKXOPNITSW 
P-0. E0X 38 
RARI~, NJ 08869 

510(k) NO: K990207 
FfaE No : 908-526-3744 

ZEUS SCEWTIFIC, INC. 
WI'N:N4RKJKopNITsKy 
2ooEmNswAY 
v,NJ08876 

510(k) No: K991179 
FTiCBENO: 908-526-3744 

ZEUS SCIENTIFIC, INC. 
ATM:MARKJKOFNI~ 
2OOEv?Nsw 
FBINEuG,~JJO~~~~ 

510(k) No: K991180 
PmNE No : 906-526-3744 

ZEUS SCIENTIFIC, INC. 
ATIN: MARK KOFNITSKY 
2OOI!xmsw 
v,wO8876 

510(k) No: K991185 
PEKINENO: 908-526-3744 

zEusScm1FIc, INC. 
ATTN:MARKJKIIpNITsIcy 
2OOI.!mNsw 
EQWUWR&WO~~~~ 

510(k) No: K991610 
PHCNEND: 908-526-3744 

DEVIC?QTBEAPl'US(A UIWxTED) APF%IC!WICNOF?HERUEEUAIGMELISATEs 

SE DECISICN MADE: 2oJc]L1999 
510(k) STATEMENT 

DEVICF,:THEAE'TUS(A UIWiTED)APPLICWICNOFTMEV!ZVIGGELIS?iTFSTSY 

SE DEZCISION MADE: 22-&N-1999 
510(k) m7mMNI! 

DEVICE:%lEAPlVS(A UIWNED)APPLIC?ZICNOF?HETOXOpLAsMAIGELISA 

SE DECISION MADE: 22-J?N-1999 
510(k) ,sABmW? 

DEiVICE:WlEAPTUS(A WB!ATED)APPLICATICUOF?HEMFOEWiATEST~~ 

SE DEtCISICN MADE: ll-J?iN-1999 
510(k) SmiEGmW 

DEVICE:GLIADIN IGAELISATESTSYSI'@d 
SE DECISION MADE: 26-MAR-1999 
510(k) SmTJaEW 

DEVICE: ZFiUS SCIFNCIFIC, INC., TImaamcINIGGELISATEsTSY~ 
SE DEZISICN MADE: 17-JUN-1999 
510(k) finmwBm 

DEVIc3E:E0RREUAwIw=DoRFERI IGGWESTERNEiTZlYTESTSYSTBl 
SE DECISION MADE: O3-SE%'-1999 
510(k) W 

DEYIcE:EGWELIAm IG!4WFSTERN~TFSTSYsllEM 
SE DECISION MADE: 03-%I?-1999 
510(k) SmTENWT 

DEVICE: ZEUS SCIENTIFICINC.,TFoIGGELISATEsT~~. 
SE DEYZ!ISIcB\T MADE: 25-JUN-1999 
510(k) ,tZxBaW 
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ZEUS SCIENTIFIC. INC. 510(k) No: K991820 
hKm3mmCd (ELIsA)FWRTHE DEX'EX?CiCNOF IGGANMEGDI 
A~:MARKJRX?NITSK!f E5-KNEm: 908-526-3744 
2OOEvANswAY 
m,NJO8876 

ZEUS -FIG, INC. 510(k) No: K992166 
TSYSTEM.ANENZYMELINXED -AssAY(ELIsA)m 
Xl'lNzMARKJKopNITsI(y FHIIENO: 908-526-3744 
2ooEviwswAY 
BWNHBUX,NJO8876 

ZEUS SCIEWMFIC, INC. 
TSYSTEH. 
~M7iFXJI‘WNITSKY 
2OoEvANsNAY 
FimmdmG,NJo8876 

510(k) IW: K993250 

PE-KNENO: 90%526-3744 

ZIMMER, INC. 
A!rIN:l?TlrAmHLARsEN 

510(k) No: K972774 
F?-ENENo: 219-372-4129 

P.O. Box 708 
tt?mSM, IN 46581-0708 

ZImER, INC. 
m:KAREN aaN 
P.O. mx 708 
WARSAW, IN 46581-0708 

510(k) NO: K990135 
PHONE No : 219-372-4219 

ZllmER, INC. 510(k) No: K991581 
);Lps-FLMFIxEu BEARDS-ANDARTIUJLARSURFACECD 
ATT?:- t!KxmmY FTXNENO: 219-372-4944 
P.O. mx 708 
FIARSAW, IN 46581-0708 

ZIl-NER, INC. 
ATIN:KAREN aIN 
345 E. MAIN ST. 
PlmSAW, IN 46580 

510(k) No: K992667 
!?HCNENo: 219-372-4219 

z#oLLMEDICALcmP. 
ATIN:l"PsJRA Mc?alRE 
32 SBXNDAVE. 
mlxG!mN, MA 01803 

510(k) m: K982992 
PHCNENO: 800-242-9150 

zcnlMEmc7&axQ. 
HASIC) 
ATIN:PAUL DI?'S 
32 SEXNDAVE. 
mm, MA 01803 

510(k) px): K990762 

EWNENO: 800-242-9150 

DEVICE:HEUGXNCIER PYLmIIGGEL&ISATESTSY~ANmzYMELINKH3m 

SE DECISICN MADE: 12-AUZ-1999 
510(k) STATmmT 

DEVICE:THEAF'I'US(A UItX?XW)APPLIcATICNOF?HEHsv1/2 IGMELISATES 

SE DEXXSION M&DE: 03-SEP-1999 
510(k) SmTENWr 

DEVICE:THEAWUS(AUIQd?fW )APPLICXCICNOF!IREGLIADINIGGELISATES 

SE DECISICN MADE: 12-WV-1999 
510(k) slRW@&T 

DEVICE:GAS~STEFZLIZATI~ 
SE DECISICN MADE: 05-&?AY-1999 
510(k) SU?WQY AVAIIXXB FIiaM FDA 

DEVIC&:TRILCXXA~SY!XEMXWGFXITY~~L~ 
SE DECISICXV MADE: U-JUL-1999 
510(k) SUWAW AVXUABLE F'RX FDA 

DEVICE:NEXGENCXWU?TE KNEESOLUTICNLEZXY sa3TERIoR STABILIZED (LPS 

SE DECISICN MADE: 3-1999 
510(k) SUWAFU! AvAIUBLE FXtd FDA 

DEVICE: ZMRHIPSYSTFN-REVISICNTAPER 
SE DECISION MADE: 27-CCI?-1999 
510(k) S'WhWY AiWL?GLE FRN FDA 

DEVICE: ZQLLMSERIESSP02OPTION 
SE DEZISICN MADE: ll-MAR-1999 
510(k) STAm 

DEVICE: 7XXLMSERIESWI'IRRECCILINEWBI-FHRSICOFTION (MSERIES BI-P 

SE DECISICN MADE: 03-SEF-1999 
510(k) s?INWEW 
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!muMEiDIB;LcoRp. 
ATI.N:PAUL DIAS 
32SZXNDAvENuE 
EKIRLING~~N, MhO1803-4420 

ZYMEoaxP. 
XJTIN:DUDLEY H?iEWS 
2OIWXlRAvIlyx>RsT. 
CAMARILU), CA93010 

zYMEDMEmaL -1m 
ATTN:DUDLEY HQFUS 
2ONfXIHAVIADC%~ 
CaMARILu), CA 93010 

ZYMEO MEDIcaL WIW 
ATTN:- UlMLFy 
2ONCRlRAVIXQFt~ 
clzwmam, CA 93010 

zYMEDMfmIaLINSm~I~ 
ATlN:GREnL LuMLm 
2OWKIRAVIAWR~ 
CAMARILU), CA 93010 

zYMETx, INC. 
DIES 
ATIWCRAIGDSHIMASAKI 
SOOF!Icmmxm.,SuITE1OO 
cYtamH+ CITY, OK 73104 

510(k) No: I(991556 
PHCNENO: 800-242-9150 

510(k) m: K990093 
FENFANO: 800-235-5941 

510(k) No: IW4089 
PHCNENO: 800-235-5941 

510(k) W: K990170 
FTXXWNO: 800-235-5941 

510(k) No: K992197 
FSXNEm: 800-235-5941 

510(k) No: x984596 

FFKNENO: 405-271-1314 

DEVICE: !ZOLLMSERlXS l2SLANALYSISOpTIoN 
SE DECISION MADE: 21acT-1999 
510(k) SVCJWXV 

DEVICE:ZYMEO~ SYm mEL EASIVIEW 
SE DECISION MADE: ll-MW-1999 
510(k) SUMMARY AV?iUXU FXH FDA 

DEVICE::: ~SY~,mELEASIvIEw 
SE DECISION MADE: 16--1999 
510(k) SWWQY AWCLAEQX FRX FDA 

DEVICZHXfI'ER2~ 
SE DECISION MADE: 13-APR-1999 
510(k) SOWARY AVADiXW FRX FDA 

DEVICE:~IFICWIoN'IO!iTYMEDHXXER2OOO 
SE DECISION MADE: 28-.JUL-1999 
510(k) SUWARY AXULAEXE FEMM FDA 

DEVICE:VlXASTWFI~~ ANTI-INFUlENZAAANOBWmEC 

SE DECISICN MADE: 04-MAR-1999 
510(k) SUMWRY AVAIUBLE FFCM FDA 
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